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Title  21 — Food  and  Drugs 

CHAPTER  I — FOOD  AND  DRUG  ADMINIS¬ 
TRATION.  DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

[Recodification  Docket  No.  11] 

SUBCHAPTER  H — MEDICAL  DEVICES 

REORGANIZATION  AND  REPUBLICATION 

The  Commissioner  of  Pood  and  Drugs, 
for  the  purposes  of  establishing  an  order¬ 
ly  development  of  informative  regula¬ 
tions  for  the  Food  and  Drug  Administra¬ 
tion,  furnishing  ample  room  for  expan¬ 
sion  of  such  regulations  in  years  ahead, 
and  providing  the  public  and  affected  in¬ 
dustries  with  regulations  that  are  easy  to 
find,  read,  and  understand,  has  initiated 
a  recodification  program  for  Chapter  I 
of  Title  21  of  the  Code  of  Federal  Regu¬ 
lations. 

This  is  the  eleventh  document  in  a  se¬ 
ries  of  recodification  documents  that  will 
eventually  include  all  regulations  admin¬ 
istered  by  the  Pood  and  Drug  Adminis¬ 
tration. 

In  this  document,  the  medical  device 
regulations  formerly  found  under  Sub¬ 
chapters  A,  C,  and  D  of  Chapter  I,  Title 
21,  have  been  centralized  xmder  a  new 
Subchapter  H — Medical  Devices,  Parts 
800-899. 

Sections  dealing  exclusively  with  med¬ 
ical  devices  are  transferred  from  Parts  3 
(§§3.49,  3.96),  201  (§§201.109,  201.405, 
201.410),  328  (§§328.3  through  328.35), 
and  369  (§  369.30)  to  Subchapter  H. 
There  were  some  sections  imder  Part  201 
(indicated  with  an  asterisk  in  the  conver¬ 
sion  table  below)  that  combined  medical 
device  regulations  with  drug  regulations. 
Portions  applicable  to  devices  in  these 
sections  are  recodified  in  this  document 
under  Part  801,  and  the  language  in  these 
sections  applicable  to  drugs  remains  in 
the  existing  locations  as  set  out  in  the 
cross-referencing  document  published 
elsewhere  in  this  issue  of  the  Federal 
Register. 

The  following  table  shows  the  relation¬ 
ship  of  the  former  CFR  section  numbers 
under  Subchapters  C  and  D  to  their  re¬ 
designation  reflected  in  Parts  801  and 
809: 

Old  section  New  section 


3.49 

801.408 

3.96 

801.415 

201.1* 

801.1 

201.5* 

801.5 

201.6* 

801.6 

201.15* 

801.15 

201.16* 

801.16 

201.60* 

801.60 

201.61* 

801.61 

201.62* 

801.62 

201.109 

801.109 

201.110* 

801.110 

201.116* 

801.116 

201.119* 

801.119 

201.122* 

801.122 

201.126* 

801.125 

201.127* 

801.127 

201.128* 

801.4 

201.150* 

801.150 

201.405 

801.405 

201.410 

801.410 

328.3 

809.3 

328.4 

809.4 

328.10 

809.10 

328.20 

809.20 

Old  section  New  section 

32030  800.30 

328.34  809.34 

328.36  809.35 

369.30  801.403 

The  changes  being  made  are  nonsub¬ 
stantive  in  nature  and  for  this  reason 
notice  and  public  procedure  are  not  pre¬ 
requisites  to  this  promulgation.  For  the 
convenience  of  the  user,  the  entire  text 
of  Parts  801  and  809  of  Subchapter  H 
are  set  forth  below. 

Dated:  February  9,  1976. 

Sam  D.  Fine, 

Associate  Commissioner  for 
Compliance. 

Therefore  21  CFR  is  amended  by  re¬ 
designating  §§  3.49  and  3.96,  portions  of 
Part  201  of  Subchapter  C,  Part  328  of 
Subchapter  D,  and  §  369.30  as  Parts  801 
and  809  of  Subchapter  H — Medical  De¬ 
vices,  republished  to  read  as  follows: 

SUBCHAPTER  H — MEDICAL  DEVICES 

Part 

801  Labeling. 

809  In  Vitro  Diagnostic  Products  for  Human 
Use. 

PART  801— LABELING 

Subpart  A— General  Labeling  Provisions 

Sec. 

801.1  Medical  devices;  name  and  place  of 
business  of  manufactimer,  packer 
or  distributor. 

801 .4  Meaning  of  “intended  uses.” 

801.5  Medical  devices;  adequate  directions 

for  use. 

801.6  Medical  devices;  misleading  state¬ 

ments. 

801.15  Medical  devices;  prominence  of  re¬ 

quired  label  statements. 

801.16  Medical  devices;  Spanish-language 

version  of  certain  required  state¬ 
ments. 

Subpart  B — [Reserved] 

Subpart  C — Labeling  Requirements  for 
Over-the-Counter  Devices 

801.60  Principal  display  panel. 

801.61  Statement  of  identity. 

801.62  Declaration  of  net  quantity  of  con¬ 

tents. 

Subpart  D — Exemptions  From  Adequate 
Directions  for  Use 

801.109  Prescription  devices. 

801.110  RetaU  exemption  for  prescription 

devices. 

801.116  Medical  devices  having  commonly 
known  directions. 

801.119  In  vitro  diagnostic  products. 

801.122  Medical  devices  for  processing,  re¬ 
packing,  or  manufacturing. 
801.125  Medical  devices  for  \ise  in  teaching, 
law  enforcement,  research,  and 
analysis. 

801.127  Medical  devices;  expiration  of  ex¬ 
emptions. 

Subpart  E — Other  Exemptions 

801.150  Medical  devices;  processing,  label¬ 
ing,  or  repacking. 

Subpart  F — [Reserved] 

Subpart  G — [Reserved] 

Subpart  H — Special  Requirements  for  Specific 
Devices 

801.403  Specific  medical  devices;  recom¬ 
mended  warning  and  caution 
statements. 

801.405  Labeling  of  articles  intended  for  lay 
use  in  the  repairing  and/or  refit¬ 
ting  of  dentures. 


801.408  Pessaries  for  intracervlcal  and  in¬ 
trauterine  use. 

801.410  Use  of  impact -resistant  lenses  in 
eyeglfLsses  and  sunglasses. 

801.415  Maximum  acceptable  level  of  ozone. 

Authoeitt:  Sec.  701,  52  Stat.  1055-1056  as 
amended  (21  U.S.C.  371)  unless  otherwise 
noted. 

Subpart  A — General  Labeling  Provisions 

§  801.1  Medical  devices ;  name  and  place 
of  business  of  manufacturer,  packer 
or  distributor. 

(a)  The  label  of  a  device  in  package 
fonn  shall  specify  conspicuously  the 
name  and  place  of  business  of  the  manu¬ 
facturer,  packer,  or  distributor, 

(b)  The  requirement  for  declaration  of 
the  name  of  the  manufacturer,  packer, 
or  distributor  shall  be  deemed  to  be  satis¬ 
fied,  in  the  case  of  a  corporation,  only  by 
the  actual  corporate  name  which  may  be 
preceded  or  followed  by  the  name  of  the 
particular  division  of  the  corporation. 
Abbreviations  for  “Company,”  “Incor¬ 
porated,”  etc.,  may  be  used  and  “Hie” 
may  be  omitted.  In  the  case  of  an  in- 
dividuEd,  partnership,  or  association,  the 
name  under  which  the  business  is  con¬ 
ducted  shall  be  used. 

(c)  Where  a  device  is  not  manufac¬ 
tured  by  the  person  whose  name  appears 
on  the  label,  the  name  shall  be  qualified 
by  a  phrsise  that  reveals  the  connection 

'  such  person  has  with  such  device;  such 
as,  “Manufactured  for  _ ”,  “Dis¬ 
tributed  by - ”,  or  any  other  wording 

that  expresses  the  facts. 

(d)  The  statement  of  the  place  of  busi¬ 
ness  shall  include  the  street  address, 
city.  State,  and  ZIP  Code;  however,  the 
street  address  may  be  omitted  if  it  is 
shown  in  a  current  city  directory  or  tele¬ 
phone  directory.  The  requirement  for  in¬ 
clusion  of  the  ZIP  Code  shall  apphr  only 
to  consumer  commodity  labels  developed 
or  revised  after  the  effective  date  of  this 
section.  In  the  case  of  nonconsumer 
packages,  the  ZIP  Code  shall  Eqipear 
on  either  the  label  or  the  labeling  (in¬ 
cluding  the  invoice) . 

(e)  If  a  pierson  manufactures,  packs, 
or  distributes  a  device  at  a  place  other 
than  his  principal  place  of  business,  the 
lab^  may  state  the  principal  place  of 
business  in  lieu  of  the  actual  place  where 
such  device  was  manufactured  or  packed 
or  is  to  be  distributed,  unless  such  state¬ 
ment  would  be  misleading. 

§  801.4  Meaning  of  *4ntended  uses.” 

The  words  “intended  uses”  or  words 
of  similar  import  in  §§  801.5,  801.119,  and 
801.122  refer  to  the  objective  intent  of 
the  persons  legally  responsible  for  the 
labeling  of  devices.  The  intent  is  deter¬ 
mined  by  such  persons’  expressions  or 
may  be  shown  by  the  circumstances  sur¬ 
rounding  the  distribution  of  the  article. 
This  objective  intent  may,  for  example, 
be  shown  by  labeling  claims,  advertising 
matter,  or  oral  or  written  statements  by 
such  persons  or  their  representatives.  It 
may  be  shown  by  the  circumstances  that 
the  article  is,  with  the  knowledge  of  such 
persons  or  their  representatives,  offered 
and  used  for  a  purpose  for  which  it  Is  nei¬ 
ther  labeled  nor  advertised.  The  intended 
uses  of  an  article  may  change  after  it  has 
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(1)  Hie  faUure  of  such  word,  state-  §  801.16  Medkal  devices;  Spanishdan- 

ment,  or  informatkxi  to  ^pear  on  the  guage  version  of  certain  required 

part  or  panel  of  the  label  which  is  pre-  sutemenis. 

sented  or  displayed  under  customary  Tf  * _ _ 

conditions  of  purchase:  on w  ^ 

(2)  Hie  failure  of  such  word,  state-  ^ 

ment,  or  information  .to  appear  mi  two  Puerto  Rico 

or  mM-e  oarts  or  nanels  of  the  label  each  where  Spanish  is  the  pre- 

and  each  of  which  is  so  designed  as  to  5  801.15(c). 

render  it  likely  to  be,  under  customary  Subpart  B — [Reserved] 

conditi^  of  purchase,  the  part  or  panel  subpart  C— Ijibeling  Requirements  for 

,  f  *V.  1  U  w  4.  J  Over-the-counter  Devices 

(3)  Hie  failure  of  the  label  to  extend  to  n  •  • 

over  the  area  of  the  CMitainer  or  package  §  801.60  Principal  display  panel, 
available  for  such  extension,  so  as  to  Hie  term  “principal  display  panel,” 
provide  sufficient  label  space  for  the  as  it  applies  to  over-the-counter  de- 
prominent  placing  of  such  word,  state-  vices  in  package  form  and  as  used  in 
ment,  or  infoamation;  this  part,  means  the  part  of  a  label  that 

(4)  Insi^ciency  of  label  space  for  is  most  likely  to  be  displayed,  presented, 

the  prMninent  placing  of  such  word,  shown,  or  examined  under  customary 
statement,  or  information,  resulting  conditions  of  display  for  retail  sale.  Hie 
from  the  use  of  label  «)ace  for  any  word,  principal  display  panel  shall  be  large 
statMnent,  design,  or  device  which  is  not  enough  to  accommodate  all  the  manda- 
required  by  or  irnda:  authority  <rf  the  act  tory  label  information  required  to  be 
to  appear  on  the  label;  placed  thereon  by  this  part  with  (darity 

(5)  Insufficiency  of  label  space  for  and  conspicuousness  and  without  obscur- 

the  prominent  placing  of  such  word,  ing  designs,  vignettes,  or  crowding, 
statement,  or  information,  resulting  Where  packages  beeu:  alternate  principai 
from  the  use  <rf  label  space  to  give  ma-  display  panels,  information  required  to 
terially  greater  conspicuousness  to  any  be  placed  on  the  principal  display  panel 
other  word,  statement,  or  information,  shall  be  duplicated  on  each  principal  dis- 
or  to  any  design  or  device;  or  play  panel.  Por  the  purpose  of  obtaining 

(6)  Smallness  or  style  of  type  in  uniform  type  size  in  declaring  the  quan- 

which  such  word,  statement,  or  informa-  tity  of  contents  for  all  packages  of  sub- 
tion  appears,  insufficient  background  stantially  the  same  size,  the  term  “area 
contrast,  obscuring  designs  or  vignettes,  of  the  principal  display  panel”  in»ftng 
or  crowding  with  other  written,  printed,  the  area  of  the  side  or  surface  that  bears 
or  graphic  matter.  the  principal  display  panel,  which  area 

(b)  No  exemption  depending  on  in-  shall  be: 

sufficiency  of  label  space,  as  prescribed  (a)  In  the  case  of  a  rectangular  pack- 
in  regulations  promulgated  under  sec-  age  where  one  entire  side  pn^rly  can 
tion  502(b)  of  the  act,  shall  apply  if  such  be  considered  to  be  the  principal  display 
insufficiency  is  caused  by:  pand  side,  the  product  of  the  height 

(1)  Hie  use  of  lab^  space  for  any  times  the  width  of  that  side; 

word,  statement,  design,  or  device  which  (b)  In  the  case  of  a  cylindrical  or 
is  not  required  by  or  under  authority  of  nearly  cylindrical  container,  40  percent 
the  act  to  annear  on  the  label:  of  the  product  of  the  height  of  the  con- 

(2)  Hie  use  of  label  space  to  give  tainer  times  the  circumference;  and 
greater  conspicuousness  to  any  word,  (c)  In  the  case  of  any  other  shape  of 
statement,  or  other  information  than  is  container,  40  percent  ot  the  total  surface 
required  by  section  502(c)  of  the  act;  or  of  the  container:  Provided,  however, 

(3)  Hie  use  of  label  space  for  any  That  where  such  container  presents  an 
representation  in  a  foreign  lawgimgA  obvious  “principal  display  panel”  such  as 

(c)  (1)  All  words,  statements,  and  the  top  of  a  triangular  or  circulsir  pack- 
other  information  required  by  or  under  asc.  the  area  shall  consist  of  the  entire 
authority  of  the  act  to  appear  on  the  top  surface. 

In  determining  the  area  of  the  princi- 

ever.  Hiat  in  the  case  of  articles  ^trib-  flSiJ5*i5\he^OM*M!d  bot^^S!“' 
uted  solely  in  the  Commonwealth  of 

Puerto  Rico  or  in  a  Territory  where  the  ^ 

predominant  language  is  one  other  than  Litodriaa 

English ,  the  predominant  language  may  re- 

besStuted  f or^S.  ^ ^  ^  ^ 

(2)  If  the  label  contains  any  repre-  “***  awWT  pand  shall  appear  within 
sentation  In  a  foreign  language,  all  perceht  of  the  circtunference 

words,  statements,  and  other  informa-  i^^bich  is  most  likely  to  be  displayed,  pre- 
^  r^ulred  by  or  under  authority  of  sented.  shown,  or  examined  undM*  cus- 

^  for  r««l 

(31  If  the  iaheling  contains  any  repre¬ 
sentation  in  a  foreign  language,  all  §  M1.61  Statement  of  identity, 
words,  statements,  and  other  informa-  (a)  The  principal  display  panel  of  an 
thm  required  by  or  undo:  authority  of  over-the-counter  device  in  pa^^t^ge  form 
the  act  to  appear  on  the  label  or  labeling  shall  bear  as  one  of  its  principal  features 
shall  appear  on  the  labeling  in  the  lor-  a  statement  of  the  identic  of  the  com- 
eign  language.  moditr. 


devices. 
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(b)  Such  statement  of  identity  shall 
be  in  terms  of  the  common  name  of  the 
device  followed  by  an  accurate  statement 
of  the  principal  intended  action(s)  of  the 
device.  Such  statement  shall  be  placed  in 
direct  conjunction  with  the  most  promi¬ 
nent  display  of  the  name  and  shall  em¬ 
ploy  terms  descriptive  of  the  principal 
intended  action(s).  The  indications  for 
use  shall  be  included  in  the  directions 
for  use  of  the  device,  as  required  by  sec¬ 
tion  502(f)(1)  of  the  act  and  by  the 
regulations  in  this  part. 

(c)  The  statement  of  identity  shall  be 
presented  in  bold  face  type  on  the  prin¬ 
cipal  display  panel,  shall  be  in  a  size 
reasonably  related  to  the  most  prominent 
printed  matter  on  such  panel,  and  shall 
be  in  lines  generally  parallel  to  the  base 
on  which  the  package  rests  as  it  is  de¬ 
signed  to  be  displayed. 

§  801.62  Det'laration  of  net  quantity  of 

contents. 

(a)  The  label  of  an  over-the-counter 
device  in  package  form  shall  bear  a 
declaration  of  the  net  quantity  of  con¬ 
tents.  This  shall  be  expressed  in  the 
terms  of  weight,  measure,  ntunerical 
count,  or  a  combination  of  numerical 
count  and  weight,  measure,  or  size:  Pro¬ 
vided,  That: 

(1)  In  the  case  of  a  firmly  established 
general  consumer  usage  and  trade  cus¬ 
tom  of  declaring  the  quantity  of  a  device 
in  terms  of  linear  measure  or  measure 
of  area,  such  respective  term  may  be 

'  used.  Such  term  shall  be  augmented 
when  necessary  for  accuracy  of  infor¬ 
mation  by  a  statement  of  the  weight, 
measure,  or  size  of  the  individual  units 
or  of  the  entire  device. 

(2)  If  the  declaration  of  contents  for 
a  device  by  numerical  count  does  not  give 
accurate  information  as  to  the  quantity 
of  the  device  in  the  package,  it  shall  be 
augmented  by  such  statement  of  weight, 
measure,  or  size  of  the  individual  units 
or  of  the  total  weight,  measure,  or  size  of 
the  device  as  will  give  such  information; 
for  example,  ‘TOO  tongue  depressors, 
adult  size”,  “1  rectal  syringe,  adult  size”, 
etc.  Whenever  the  Commissioner  deter¬ 
mines  for  a  specific  packaged  de¬ 
vice  that  an  existing  practice  of  de¬ 
claring  net  quantity  of  contents  by 
weight,  measure,  numerical  count,  or  a 
combination  of  these  does  not  facilitate 
value  comparisons  by  consumers,  he  shall 
by  regulation  designate  the  appropriate 
term  or  terms  to  be  used  for  such  article. 

(b)  Statements  of  weight  of  the  con¬ 
tents  shall  be  expressed  in  terms  of 
avoirdupois  pound  and  ounce.  A  state¬ 
ment  of  liquid  measure  of  the  contents 
shall  be  expressed  in  terms  of  the  U.S. 
gallon  of  231  cubic  inches  and  quart, 
pint,  and  fluid-ounce  subdivisions  there¬ 
of,  and  shall  express  the  volume  at  68°  F 
(20°  C).  See  also  paragraph  (p)  of  this 
section. 

(c)  The  declaration  may  contain  com¬ 
mon  or  decimal  fractions.  A  common 
fraction  shall  be  in  terms  of  halves, 
quarters,  eighths,  sixteenths,  or  thirty- 
seconds;  except  that  if  there  exists  a 
firmly  established,  general  consiimer 
usage  and  trade  custom  of  emplo3ring 


different  common  fractions  in  the  net 
quantity  declaration  of  a  particular  com¬ 
modity,  they  may  be  employed.  A  com¬ 
mon  fraction  shall  be  reduced  to  its 
lowest  terms;  a  decimal  fraction  shall 
not  be  carried  out  to  more  than  two 
places.  A  statement  that  includes  small 
fractions  of  an  ounce  shall  be  deemed  to 
permit  smaller  variations  than  one 
which  does  not  include  such  fractions. 

(d)  The  declaration  shall  be  located 
on  the  principal  display  panel  of  the 
label,  and  with  respect  to  packages  bear¬ 
ing  alternate  principal  panels  it  shall  be 
duplicated  on  each  principal  display 
panel. 

(e)  The  declaration  shall  appear  as  a 
distinct  item  on  the  principal  display 
panel,  shall  be  separated,  by  at  least  a 
space  equal  to  the  height  of  the  lettering 
used  in  the  declaration,  from  other 
printed  label  information  appearing 
above  or  below  the  declaration  and,  by 
at  least  a  space  equal  to  twice  the  width 
of  the  letter  “N”  of  the  style  of  type 
used  in  the  quantity  of  contents  state¬ 
ment,  from  other  printed  label  informa¬ 
tion  appearing  to  the  left  or  right  of  the 
declaration.  It  shall  not  include  any 
term  qualifying  a  unit  of  weight,  meas¬ 
ure,  or  co\mt,  such  as  “giant  pint”  and 
“full  quart”,  that  tends  to  exaggerate. 

It  shall  be  placed  on  the  principal  display 
panel  within  the  bottom  30  percent  of 
the  area  of  the  label  panel  in  lines  gen¬ 
erally  parallel  to  the  base  on  which  the 
package  rests  as  it  is  designed  to  be  dis¬ 
played:  Provided.  That: 

(1)  On  packages  having  a  principal 
display  panel  of  5  square  inches  or  less 
the  requirement  for  placement  within 
the  bottom  30  percent  of  the  area  of  the 
label  panel  shall  not  apply  when  the  dec¬ 
laration  of  net  quantity  of  contents 
meets  the  other  requirements  of  this 
part;  and 

(2)  In  the  case  of  a  device  that  is 
marketed  with  both  outer  and  inner  re¬ 
tail  containers  bearing  the  mandatory 
label  information  required  by  this  part 
and  the  inner  container  is  not  intended 
to  be  sold  separately,  the  net  quantity  of 
contents  placement  requirement  of  this 
section  applicable  to  such  inner  container 
is  waived. 

(3)  The  principal  display  panel  of  a 
device  marketed  on  a  display  card  to 
which  the  immediate  container  is  afiSxed 
may  be  considered  to  be  the  display  panel 
of  the  card,  and  the  type  size  of  the  net 
quantity  of  contents  statement  is  gov¬ 
erned  by  the  dimensions  of  the  display 
card. 

(f)  The  declaration  shall  accurately 
reveal  the  quantity  of  device  in  the  pack¬ 
age  exclusive  of  wrappers  and  other  ma¬ 
terial  packed  therewl^. 

(g)  The  declaration  shall  appear  in 
conspicuous  and  easily  legible  boldface 
print  or  type  in  distinct  contrast  (by 
typography,  layout,  color,  embossing,  or 
molding)  to  other  matter  on  the  pack¬ 
age;  except  that  a  declaration  of  net 
quantity  blown,  embossed,  or  molded  on 
a  glass  or  plastic  surface  is  permissible 
when  all  label  Information  is  so  formed 
on  the  surface.  Requirements  of  con¬ 


spicuousness  and  legibility  shall  include 
the  specifications  that: 

(1)  The  ratio  of  height  to  width  of 
the  letter  shall  not  exceed  a  differential 
of  3  units  to  1  unit,  i.e.,  no  more  than 
3  times  as  high  as  it  is  wide. 

(2)  Letter  heights  pertain  to  upper 
case  or  capital  letters.  When  upper  and 
lower  case  or  all  lower  case  letters  are 
used,  it  is  the  lower  case  letter  “o”  or  its 
equivalent  that  shall  meet  the  minimum 
standards. 

(3)  When  fractions  are  used,  each 
component  numeral  shall  meet  one-half 
the  minimum  height  standards. 

(h)  The  declaration  shall  be  in  letters 
and  numerals  in  a  type  size  established 
in  relationship  to  the  area  qf  the  prin¬ 
cipal  display  panel  of  the  package  and 
shall  be  uniform  for  all  packages  of  sub¬ 
stantially  the  same  size  by  complying 
with  the  following  type  si>eciflcations: 

(1)  Not  less  than  one-sixteenth  inch 
in  height  on  packages  the  principal  dis¬ 
play  panel  of  which  has  an  area  of  5 
square  inches  or  less. 

(2)  Not  less  than  one-eighth  inch  in 
height  on  packages  the  principal  display 
panel  of  which  has  an  area  of  more  than 
5  but  not  more  than  25  square  inches. 

(3)  Not  less  than  three-sixteenths  inch 
in  height  on  packages  the  principal  dis¬ 
play  panel  of  which  has  an  area  of  more 
than  25  but  not  more  than  100  square 
inches. 

(4)  Not  less  than  one-fourth  inch  in 
height  on  packages  the  principal  display 
panel  of  which  has  an  area  of  more  than 
100  square  inches,  except  not  less  than 
one-half  inch  in  height  if  the  area  is 
more  than  400  square  inches. 

Where  the  declaration  is  blown,  em¬ 
bossed,  or  molded  on  a  glass  or  plastic 
surface  rather  than  by  printing,  typing, 
or- coloring,  the  lettering  sizes  specified 
in  paragraphs  (h)  (1)  through  (4)  of 
this  section  shall  be  increased  by  one- 
sixteenth  of  an  inch. 

(i)'  On  packages  containing  less  than 
4  pounds  or  1  gallon  and  labeled  in  terms 
of  weight  or  fluid  measure: 

(1)  The  declaration  shall  be  expressed 
both  in  ounces,  with  identification  by 
weight  or  by  liquid  measure  and,  if  appli¬ 
cable  (1  pound  or  1  pint  or  more) 
followed  in  parentheses  by  a  declaration 
in  pounds  for  weight  units,  with  any  re¬ 
mainder  in  terms  of  ounces  or  cmnmon 
or  decimal  fractions  of  the  pound  (see 
examples  set  forth  in  paragraph  (k) 
(1)  and  (2)  of  this  section),  or  in  the 
case  of  liquid  measure,  in  the  largest 
whole  units  (quarts,  quarts  and  pints,  or 
pints,  as  appropriate)  with  any  re¬ 
mainder  in  terms  of  fluid  ounces  or 
common  or  decimal  fractions  of  the  pint 
or  quart  (see  examples  set  forth  in  para¬ 
graph  (k)  (3)  and  (4)  of  this  section) . 
If  the  net  weight  of  the  package  is  less 
than  1  ounce  avoirdupois  or  the  net  fluid 
measure  is  less  than  1  fluid  ounce,  the 
declaration  shall  be  in  terms  of  common 
or  decimal  fractions  of  the  respective 
ounce  and  not  in  terms  of  drams. 

(2)  The  declaration  may  appear  in 
more  than  one  line.  The  term  “net 
weight”  shall  be  used  when  stating  the 
net  quantity  of  contents-  in  terms  of 
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weight.  Use  of  the  terms  “net”  or  “net  inches  (2.5  ft)  ”,  inch  by  36  in  (1  yd)  ”,  narlans,  licensed  by  law  to  use  or  order 

contents”  in  terms  of  fluid  meas\ire  or  etc.  the  use  of  s\ich  device;  and 

numerical  count  is  optlonaL  It  is  sufBl>  <n)  Chi  packages  labeled  in  terms  of  (2)  Is  to  be  sold  only  to  or  on  the 
cient  to  distinguish  avblrdupcds  ounce  area  measure,  the  declaration  shall  be  ez>  prescription  or  other  order  of  such  prac- 
fttan  fluid  ounce  through  association  of  pressed  both  in  terms  of  square  Inches  tltitmer  for  use  in  the  course  of  his  pro¬ 
terms;  for  example,  “Net  wt.  6  oa”  or  “6  and.  if  appUcable  (1  square  foot  or  more) .  fesslonal  practice, 
oz  net  wt..”  and  “6  fl  oz”  or  “net  con-  the  lar^t  whole  square  unit  (square  (b)  The  labd  of  the  device,  other  than 
tents  6  fl  oe.”  yards,  square  yards  and  square  feet,  surgical  instruments,  bears: 

(J)  On  packages  containing  4  pounds  square  feet) .  The  declaration  in  terms  of  (1)  The  statanmt  “Caution:  Federal 
or  1  gallon  or  more  and  labeled  in  terms  the  largest  whole  units  shall  be  in  paren-  law  restricts  this  device  to  sale  by  or  on 

of  weight  or  fluid  measure,  the  declara-  theses  following  the  declaration  in  terms  the  order  of  a - ”,  the  blank 

tion  be  expressed  in  pounds  for  of  square  inches  and  any  ronalnder  shall  to  be  flfled  with  the  word  “i^ysiclan”. 

weight  units  with  any  ronainder  In  be  in  terms  of  square  inches  or  cranmon  “dentist”,  “veterinarian”,  or  with  the 
terms  of  ounces  <xc  ccanmon  or  decimal  or  decimal  fractions  of  the  square  foot  descriptive  designation  of  any  other 
fractions  of  the  pound;  in  the  case  of  or  square  yard;  for  example,  “158  sq  ixactltloner  licensed  by  the  law  (rf  the 
fluid  measure,  it  shall  be  expressed  in  inches  (1  sq  ft  14  sq  in)”.  State  in  which  he  practices  to  use  or 

the  largest  whole  unit,  i.e.,  gallons,  (o)  Nothing  in  this  section  shall  pro-  order  the  use  of  the  device;  and 
followed  by  common  or  decimal  fractions  hlbit  supplemental  statements  at  loca-  (2)  The  method  of  its  application  or 
of  a  gallon  or  by  the  next  smaller  whole  tions  other  than  the  principal  display  use. 

unit  or  units  (qiiarts  or  quarts  and  pints) ,  panel(s)  describing  in  nondeceptive  (c)  Labeling  on  or  within  the  package 
with  any  remainder  in  terms  of  fluid  terms  the  net  quantity  of  contents,  pro-  fnxn  which  the  device  is  to  be  dispensed 
oxmees  or  common  or  decimal  fractions  vided  that  such  supplemental  statements  bears  information  for  use.  includ^  In- 
of  the  pint  or  quart;  see  paragraph  (k)  of  net  quantity  of  contents  shall  not  in-  dications,  effects,  routes,  methods,  and 
(5)  of  this  section.  elude  any  term  qualifying  a  unit  of  frequency  and  duration  of  admlnlstra- 

(k)  Examples:  weight,  measure,  or  count  that  tends  to  tion.  and  any  relevant  hazards,  contrain- 

(l)  A  declaration  of  1 pounds  weight  exaggerate  the  amount  of  the  device  dlcatlons,  side  effects,  and  precautions 

shall  be  expressed  as  “Net  wt.  24  oz  contained  in  the  package;  for  example,  undo:  which  mractltloners  licensed  by 
(1  lb  8  oz),”  or  “Net  wt.  24  oz  (l>/2  lb)”  “giant  pint”  and  “fifll  quart”.  Dual  or  law  to  administer  the  device  can  use 
or  “Net  wt.  24  oz  (1.51b).”  cambination  declarations  of  net  quantl-  the  device  safely  and  for  the  purpose 

(2)  A  declaration  of  three-fourths  ty  of  contents  as  provided  for  in  para-  for  which  it  is  intended,  including  all 

pound  avoirdupois  weight  shall  be  ex-  graphs  (a)  and  (i)  of  this  section  are  purposes  for  which  it  is  advertised  or 
pressed  as  “Net  wt.  12  oz”.  not  regarded  as  supplemental  net  quan-  represented:  Provided,  however.  That 

(3)  A  declaration  of  1  quart  liquid  tity  statements  and  shall  be  located  on  such  information  may  be  omitted  from 

measure  shall  be  expressed  as  “Net  coa-  the  principal  display  panel.  the  dispensing  package  if.  but  only  if, 

tents  32  fl  oz  (1  qt)”  or  “32  fl  oz  (1  (p)  A  separate  statement  of  net  quan-  the  article  is  a  device  for  which  direc- 

qt).”  tlty  of  contents  in  terms  of  the  metric  Uons,  hazards,  warnings,  and  other  In- 

(4)  A  declaration  of  1%  quarts  liquid  system  of  weight  or  measme  is  not  re-  formation  are  commonly  known  to  prac- 

mecuiure  shall  be  expressed  as.  “Net  con-  garded  as  a  sia)plemental  statement  and  titioners  licensed  by  law  to  use  the  device, 
tents  56  fl  oz  (1  qt  1  pt  8  oz)”  or  “Net  an  accurate  statement  of  the  net  quan-  Upon  written  request,  stating  reasonable 
contents  56  fl  oz  (1  qt  1.5  pt),”  but  not  tity  of  contents  in  terms  of  the  metric  grounds  therefor,  the  Commissioner  will 
in  terms  of  quart  and  ounce  such  as  “Net  system  of  weight  or  measure  may  also  offer  an  opinion  oa  a  proposal  to  omit 
contents  56  fl  oz  (1  qt  24  oz).”  appear  on  the  principal  display  panel  or  such  Informatlcm  from  the  dispensing 

(5)  A  declaration  of  2V^  gallons  liquid  cm  other  panels.  package  \mder  this  proviso. 

measure  shall  be  expressed  as  “Net  con-  (q)  The  declaration  of  net  quantity  (d)  Any  labeling,  as  deflned  In  sec- 
tents  2  gal  2  qt”,  “Net  contents  2.5  of  contents  shall  express  an  acciurate  tkm  201  (m>  of  the  act,  whether  or  not 
gallons,”  or  “Net  contents  gal”  but  statement  of  the  quantity  of  contents  (ff  It  is  <m  or  within  a  package  from  which 
not  as  “2  gal  4  pt”.  the  package.  Reasonable  variations  the  device  is  to  be  dispensed,  dlstiibiited 

(l)  For  quantities,  the  following  ab-  caused  by  loss  or  gain  of  moisture  during  by  or  (m  behalf  of  ^  manufacturer, 

brevlations  and  none  other  may  be  the  course  of  good  distribution  practice  packer,  or  dlshibutor  of  the  device,  that 
emt^oyed.  Periods  and  idural  forms  are  or  by  unavoidable  deviations  in  good  fumlshes  or  purpmts  to  furnish  Infor- 
<mtional*  manufacturing  practice  will  be  recog-  matlon  for  use  of  the  device  contains 

„  nized.  Variations  from  stated  quantity  adequate  information  for  such  use.  bi- 

mister  ^  pj  contents  shall  not  be  unreascmably  eluding  Indications,  effects,  routes, 

§Sfot  large.  methods,  and  frequency  and  duration  of 

ouneeoB  f e«t or f ofvt ft  «  ^  administration  and  any  relevant  haz- 

[“I  L  ards,  contraindications,  side  effects,  and 

grain  gr  meter  m  Duacuons  tor  uze  precautions,  under  which  practitioners 

kUogram  kg  centimeter  cm  §  M1.109  Prescription  devices.  licensed  by  law  to  employ  the  device  cem 

®  ““  A  device  which  because  of  any  noten-  ^ 

mrnigrammg  fluid  11  M  poaes  for  which  It  Is  intended,  including 

mlcrogrsm  meg  square  sq  tiality  fOT  harmful  effect,  or  the  method  ^  dutdosm  far  which  It  Is  advn-Mspd 

Uter  1  weight  wt  f ?S^t5^  5^  hJoi^lSSTSS 

(m)  On  packages  labeled  in  terms  of  un^^e^u^rvSL  o?^ 

linear  the  declaration  shall  licensed  by  £w  to  direct  tS^  use  of 

exp^^  both  in  terms  of  inch«  and,  if  ^uch  device,  and  hence  for  which  “ade- 

smplicable  (1  foot  or  more),  the  largest  for  elude  mdicattons  or  other  use  informa- 
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tion  502(f)  (1)  of  the  act  if  it  is  delivered 
by  a  licensed  practitioner  in  the  course 
of  his  professional  practice  or  upKin  a 
prescription  or  other  order  lawfully  is¬ 
sued  in  the  course  of  his  professional 
practice,  with  labeling  bearing  the  name 
and  address  of  such  licensed  practitioner 
and  the  directions  for  use  and  caution¬ 
ary  statements,  if  any,  contained  in  such 
order. 

§  801.116  Medical  devices  having  corn. 

monly  known  directions. 

A  device  shall  be  exempt  from  section 
502(f)  (1)  of  the  act  insofar  as  adequate 
directions  for  common  uses  thereof  are 
known  to  the  ordinary  individual. 

§  801.119  In  vitro  diagnostic  products. 

A  product  intended  for  use  in  the 
diagnosis  of  disease  and  which  is  an 
in  vitro  diagnostic  product  as  defined  in 
§  809.3(a)  of  this  chapter  shall  be 
deemed  to  be  in  compliance  with  the  re¬ 
quirements  of  this  section  and  section 
502(f)  (1)  of  the  act  if  it  meets  the  re¬ 
quirements  of  §  809.10  of  this  chapter. 

§  801.122  Medical  devices  for  process¬ 
ing,  repacking,  or  manufacturing. 

A  device  intended  for  processing,  re¬ 
packing,  or  use  in  the  manufacture  of 
another  drug  or  device  shall  be  exempt 
from  section  502(f)(1)  of  the  act  if  its 
label  bears  the  statement  “Caution:  For 
manufacturing,  processing,  or  repack¬ 
ing”, 

§  801.125  Medical  devices  for  use  in 
teaching,  law  enforcement,  research, 
and  analysis. 

A  device  subject  to  §  801.109  shall  be  ex¬ 
empt  from  section  502(f)  (1)  of  the  act  if 
shipped  or  sold  to,  or  in  the  p>ossession  of, 
persons  regularly  and  lawfully  engaged  in 
instruction  in  pharmacy,  chemistry,  or 
medicine  not  involving  clinical  use,  or 
engaged  in  law  enforcement,  or  in  re¬ 
search  not  invcdving  clinical  use,  or  in 
chemical  analysis,  or  physical  testing, 
and  is  to  be  used  coily  for  such  instruc¬ 
tion,  law  enforcement,  research,  analy¬ 
sis,  or  testing. 

§  801.127  Medical  devices;  expiration 
of  exemptions. 

(a)  If  a  shipment  or  delivery,  or  any 
part  thereof,  of  a  device  which  is 
exempt  tmder  the  regulations  in  this 
section  is  made  to  a  person  in  whose  pos¬ 
session  the  article  is  not  exempt,  or  is 
made  for  any  purpose  other  than  those 
specified,  such  exemption  shall  expire, 
with  respect  to  such  shipment  or  de¬ 
livery  or  part  thereof,  at  the  beginning 
of  that  shipment  or  delivery.  The  caus¬ 
ing  of  an  exemption  to  expire  shall  be 
considered  an  act  which  results  in  such 
device  being  misbranded  unless  it  is  dis¬ 
posed  of  under  circiunstances  in  which 
it  ceases  to  be  a  drug  or  device. 

(b)  The  exemptions  conferred  by 
§§801.119,  801.122,  and  801.125  shaU 
continue  until  the  devices  are  used 
for  the  purposes  for  which  they  are 
exempted,  or  imtil  they  are  relabeled  to 
comi^  with  secti(Hi  502(f)  (1)  of  the 
act.  If,  however,  the  device  is  converted, 
or  manufactured  into  a  form  limited  to 


prescription  dispensing,  no  exemption 
shall  thereafter  apply  to  the  article  un¬ 
less  the  device  is  labeled  as  required  by 
§  801.109. 

Subpart  E — Other  Exemptions 

§  801.150  Medical  devices;  processing, 

labeling,  or  repacking. 

(a)  Except  as  provided  by  paragraphs 
(b)  and  (c)  of  this  section,  a  shipment 
or  other  delivery  of  a  device  which  is,  in 
accordance  with  the  practice  of  the 
trade,  to  be  processed,  labeled,  or  re¬ 
packed  in  substantial  quantity  at  an  es¬ 
tablishment  other  than  that  where 
originally  processed  or  packed,  shall  be 
exempt,  during  the  time  of  introduction 
into  and  movement  in  interstate  com¬ 
merce  and  the  time  of  holding  in  such 
establishment,  from  compliance  with 
the  labeling  and  packaging  requirements 
of  section  502  (b)  and  (f)  of  the  act  if: 

(1)  The  person  who  introduced  such 
shipment  or  delivery  into  interstate  com¬ 
merce  is  the  operator  of  the  establish¬ 
ment  where  such  device  is  to  be  proc¬ 
essed,  labeled,  or  repacked;  or 

(2)  In  case  such  person  is  not  such 
operator,  such  shipment  or  delivery'Ts 
made  to  such  establishment  under  a 
written  agreement,  signed  by  and  con¬ 
taining  the  post-oflice  addresses  of  such 
person  and  such  operator,  and  contain¬ 
ing  such  specifications  for  the  processing, 
labeling,  or  repacking,  as  the  case  may 
be,  of  such  device  in  such  establishment 
as  will  insure,  if  such  specifications  are 
followed,  that  such  device  will  not  be 
adulterated  or  misbranded  within  the 
meaning  of  the  act  upon  completion  of 
such  processing,  labeling,  or  repacking. 
Such  person  and  such  operator  shall 
each  keep  a  copy  of  such  agreement  un¬ 
til  2  years  after  the  final  shipment  or 
delivery  of  such  device  from  such  estab¬ 
lishment,  and  shall  make  such  copies 
available  for  insijection  at  any  reason¬ 
able  hour  to  any  officer  or  employee  of 
the  Department  who  requests  them. 

(b)  An  exemption  of  a  shipment  or 
other  delivery  of  a  device  under  para¬ 
graph  (a)  (1)  of  this  section  shall,  at 
the  beginning  of  the  act  of  removing 
such  shipment  or  delivery,  or  any  part 
thereof,  from  such  establishment,  be¬ 
come  void  ab  initio  if  the  device  com¬ 
prising  such  shipment,  delivery,  or  part 
is  adulterated  or  misbranded  within  the 
meaning  of  the  act  when  so  removed. 

(c)  An  exemption  of  a  shipment  or 
other  delivery  of  a  device  under  para¬ 
graph  (a)  (2)  of  this  section  shall  be¬ 
come  void  ab  initio  with  respect  to  the 
person  who  introduced  such  shipment  or 
delivery  into  interstate  commerce  upon 
refusal  by  such  person  to  make  available 
for  inspection  a  copy  of  the  agreement, 
as  required  by  such  paragraph  (a)  (2) . 

(d)  An  exemption  of  a  shipment  or 
other  delivery  of  a  device  under  para¬ 
graph  (a)  (2)  of  this  section  shall  expire: 

(1)  At  the  beginning  of  the  act  of  re¬ 
moving  such  shipment  or  delivery,  or 
any  part  thereof,  from  such  establish¬ 
ment  if  the  device  comprising  such  ship¬ 
ment,  delivery,  or  part  is  adulterated  or 
misbranded  within  the  meaning  of  the 
act  when  so  removed;  or 


(2)  Upon  refusal  by  the  operator  of 
the  establishment  where  such  device  is 
to  be  processed,  labeled,  or  repacked,  to 
make  available  for  inspection  a  copy  of 
the  agreement,  as  required  by  such  clause. 

(e)  As  it  is  a  common  industry  prac¬ 
tice  to  manufacture  and/or  assemble, 
package,  and  fully  label  a  device  as  sterile 
at  one  establishment  and  then  ship  such 
device  in  interstate  commerce  to  another 
establishment  or  to  a  contract  sterilizer 
for  sterilization,  the  Pood  and  Drug  Ad¬ 
ministration  will  initiate  no  regulatory 
action  against  the  device  as  misbranded 
or  adulterated  when  the  nonsterile  device 
is  labeled  sterile,  provided  all  the  follow¬ 
ing  conditions  are  met; 

(1)  There  is  in  effect  a  written  agree¬ 
ment  which: 

(i)  Contains  the  names  and  post  office 
addresses  of  the  firms  involved  and  is 
signed  by  the  person  authorizing  such 
shipment  and  the  operator  or  person  in 
charge  of  the  establishment  receiving  the 
devices  for  sterilization. 

(ii)  Provides  instructions  for  maintain¬ 
ing  proper  records  or  otherwise  account¬ 
ing  for  the  number  of  units  in  each  ship¬ 
ment  to  insure  that  the  number  of  units 
shipped  is  the  same  as  the  number  re¬ 
ceived  and  sterilized. 

(iii)  Acknowledges  that  the  device  is 
nonsterile  and  is  being  shipped  for  fur¬ 
ther  processing,  and 

(iv)  States  in  detail  the  sterilization 
process,  the  gaseous  mixture  or  other 
media,  the  equipment,  and  the  testing 
method  or  quality  controls  to  be  used  by 
the  contract  sterilizer  to  assure  that  the 
device  will  be  brought  into  full  compli¬ 
ance  with  the  Federal  Food,  Drug,  and 
Cosmetic  Act. 

(2)  Each  pallet,  carton,  or  other  des¬ 
ignated  unit  is  conspicuously  marked 
to  show  its  nonsterile  nature  when  it  is 
introduced  into  and  is  moving  in  inter¬ 
state  commerce,  and  while  it  is  being 
held  prior  to  sterilization.  Following 
sterilization,  and  until  such  time  as  it  is 
established  that  the  device  is  sterile  and 
can  be  released  from  quarantine,  each 
pallet,  carton,  or  other  designated  imit 
is  conspicuously  marked  to  show  that  it 
has  not  been  released  from  quarantine, 
e.g.,  “sterilized — awaiting  test  results”  or 
an  equivalent  designation. 

Subpart  F — [Reserved] 

Subpart  G — [Reserved] 

Subpart  H — Sp^al  Requirements  for 
Specific  Devices 

§  801.403  Specific  medical  devices;  rec¬ 
ommended  warning  and  caution  state¬ 
ments.  . 

DENTURE  RELINERS,  PADS,  AND 
CUSHIONS. 

Warning — ^For  temporary  use  only. 
Long  term  use  of  this  product  may  lead 
to  faster  bone  loss,  continuing  irritotion, 
sores,  and  tumors.  For  Use  Only  Until  A 
Dentist  Can  Be  Seen. 

DENTURE  REPAIR  KITS. 

Warning — ^For  wnergency  repairs  only. 
Long  t«mi  use  of  home-repaired  den¬ 
tures  may  cause  faster  bone  loss,  contin¬ 
uing  irritation,  sores,  and  tumors.  This 
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kit  for  emergency  use  only.  See  Doitist 
Without  Delay. 

INFRARED  GENERATORS  (INCLUD- 
ING  HEATING  PADS). 

Warning — ^Use  carefully.  May  cause 
serious  bums.  Do  not  use  o\er  insensi¬ 
tive  skin  areas  or  in  the  presence  of 
poor  circ\ilation.  The  unattoided  use  of 
infrared  heat  by  children  or  incapaci¬ 
tated  persons  may  be  dangerous. 

INSULIN  SYRINGES. 

Warning — ^Por  patients  who  mix  two 
types  of  insulin;  Do  not  change:  (a)  The 
order  of  mixing  that  the  physician  has 
prescribed  or  (b)  the  model  and  brand  of 
the  syringe  or  needle  without  first  con¬ 
sulting  your  physician  or  pharmacist. 

Failure  to  heed  this  warning  can  result 
in  dosage  error. 

MECHANICAL  MASSAGERS  AND  VI¬ 
BRATORS. 

Warning — This  device  should  not  be 
used  over  swollen  or  infiamed  areas  or 
skin  eruptions.  Do  not  use  in  imex- 
plained  calf  pain.  Consult  physician. 

STEAM  OR  TURKISH  BATH. 

Warning — ^Elderly  persons  or  those 
suffering  from  heart  disease  or  high 
blood  pressure  should  not  use  this  device 
iinless  directed  by  physician. 

ULTRAVIOLET  GENERATORS. 

Warning — Wear  protective  goggles 
during  use  to  avoid  eye  injury.  Serious 
bums  may  be  caused  by  exposure  in  ex¬ 
cess  of  recommended  dosage.  Do  not 
use  over  skin  eruptions  unless  directed 
by  physician. 

Effective  date.  Hie  labeling  of  all  in¬ 
dividual  Insulin  syringes  introduced  into 
interstate  commerce  after  July  6,  1976, 
shall  comply  with  this  regulation. 

8  801. 40S  Labeling  of  arlides  intended 
for  lay  use  in  the  repairing  and/or 
refitting  of  dentures. 

(a)  The  American  Dental  Association 
and  leading  dental  authorities  have  ad¬ 
vised  the  Food  and  Drug  Administra¬ 
tion  of  their  concern  regarding  the  safety 

of  denture  refiners,  repair  kits,  pads,  _ _ _ _ 

cushions,  and  other  articles  marketed  repaired  with  this  kit  should  be’  usi^  only 
and  labeled  for  lay  use  in  the  repair-  in  an  emergency  until  a  dentist  be 
ing,  refitting,  or  cushioning  of  ill-fitting,  seen.  Dentures  that  don’t  fit  properly 
broken,  or  irritating  dentures.  It  is  the  cause  irritation  and  injury  to  the  gums 
opinion  of  dental  authorities  and  the  and  faster  bone  loss,  which  is  permanent. 

Food  and  Drug  Administration  that  to  Dentures  that  don’t  fit  properly  cause 
properly  repair  and  properly  refit  den-  gum  changes  that  may  require  surgery 
tures  a  person  must  have  professional  for  correction.  Continuing  irritation  and 
knowledge  and  specialized  technical  injury  may  lead  to  cancer  in  the  mouth, 
skill.  Laymen  cannot  be  expected  to  You  must  see  your  dentist  as  soon  as 
maintain  the  original  vertical  possible. 

of  occlusion  and  the  centric  relation  es-  (2)  For  denture  refiners,  pads,  i>.nd 
sential  in  the  proper  repairing  or  refit-  cushions:  Use  of  these  preparations  or 
ting  of  dentures.  The  continued  wearing  devices  may  temporarily  decrease  the 
of  Improperly  repaired  or  refitted  dm-  discomfort:  however,  their  use  will  not  8  801^10 
tures  may  cause  acceleration  of  bone  re-  make  the  denture  fit  properly.  Special 
sorption,  soft  tissue  hyperplasia,  and  training  and  tools  are  needed  to  repair 
other  irreparable  damage  to  the  oral  a  denture  to  fit  prop^ly.  Dentures  that 
cavity.  Such  articles  designed  for  lay  use  do  not  fit  properly  cause  Irritation  and 
should  be  limited  to  emergency  or  tern-  Injiuy  to  the  gums  and  faster  bone  loss, 
porary  situations  pending  the  services  of  which  is  pmnanent  and  may  reqiilre 
a  licensed  dentist.  a  complet^y  new  denture.  Changes  in 

(b)  The  Pood  azKl  Drug  Administra-  the  gums  caused  by  dentures  that  do  not 
tlon  therefore  regards  such  articles  as  fit  properly  may  require  surgery  for  cor- 
unsafe  and  misbranded  under  the  Fed-  rection.  Continuing  irritation  and  injury 


iral  Food,  Drug,  and  Cosmetic  Act,  unless  may  lead  to  cancer  in  the  mouth.  You 
>he  labeling :  must  see  your  dentist  as  soon  as  possible. 

(1)  (i)  Limits  directions  for  use  for  (3)  If  the  denture  refining  or  repair- 

ienture  repair  kits  to  «n»gency  repair-  ing  material  forms  a  permanent  bond 
ing  pending  unay<ridable  delay  in  ob-  with  the  denture,  a  warning  statement 
baining  professional  reconstructim  of  to  the  following  effect  should  be  in- 
the  denture;  eluded:  “This  refiner  becomes  fixed  to 

(ii)  Limits  directions  for  use  for  den-  the  denture  and  a  completely  new  den¬ 
ture  refiners,  pads,  and  cushions  to  ton-  tiu^  may  be  required  because  of  its  use.” 
porary  refitting  pending  unavoidable  de-  (d)  Labeling  claims  exaggerating  the 
lay  in  obtaining  professional  reconstruc-  usefulness  or  the  safety  of  the  material 
tion  of  the  denture;  or  failing  to  disclose  all  facts  relevant  to 

(2)  Contains  in  a  conspicuous. manner  the  claims  of  usefulness  will  be  regarded 
the  word  “emergency”  preceding  and  as  false  and  misleading  under  sections 
modifying  each  indication-for-use  state-  201  (n)  and  502(a)  of  the  Federal  Food, 
ment  for  denture  repair  kits  and  the  Drug,  and  Cosmetic  Act. 

word  “temporary”  preceding  and  modify-  (e)  Regulatory  action  may  be  initi- 
Ing  each  Indlcation-for-use  statement  ated  with  respect  to  any  article  foimd 
forreliners,  pads,  and  cushions;  and  within  the  jurisdiction  of  the  act  con- 

(3)  Includes  a  conspicuous  warning  trary  to  the  provisions  of  this  policy 

statement  to  the  effect:  statement  after  90  da3rs  following  the 

(i)  For  denture  repair  kits:  “Warn-  date  of  publication  of  this  section  in  the 
ing — For  emergency  repairs  only.  Long  Federal  Register. 

term  use  of  home-repaired  dentine  may  .  _  ...  .  , 

cause  faster  bone  loss,  continuing  Irrita-  ®  WI.'IOT  Pessaries  for  uMracervtcal  and 
tion,  sores,  and  tumors.  This  kit  for  mirantenne  use. 

emergency  use  only.  See  Dentist  Without  ^a)  Because  of  the  limited  evidence 
Delay.”  previously  available  concerning  the  haz- 

(ii)  For  denture  refiners,  pads,  and  ards  attending  the  use  of  intracervical 

cushions:  “Warning — For  temporary  use  and  Intrauterine  pessaries,  the  shipment 
only.  Longterm  use  of  this  product  may  of  such  devices  within  the  jurisdiction  of 
lead  to  faster  bone  loss,  continuing  Irri-  tb*  Federal  Food.  Drug,  and  CTosmetlc 
tation,  sores,  and  tumors.  For  Use  Only  Act  with  labeling  limiting  them  to  sale 
Until  a  Dentist  Can  Be  Seen.”  only  on  prescription,  has  not  been  sub- 

(c)  Adequate  directions  for  use  re-  jected  to  regulatory  proceedings.  A  re¬ 
quire  full  information  of  the  temporary  cent  survey  shows  that  it  is  now  the  con- 
and  emergency  use  recommended  in  sensus  of  medical  opinion  among  experts 
order  for  the  layman  to  understand  the  qualified  by  scientific  training  smd  ex- 
llmitatlons  of  usefulness,  the  reasons  pcrtoice  to  evaluate  the  safety  of  such 
therefor,  and  the  importance  of  adher-  devices  that  stem-type  and  wing-type 
ing  to  the  warnings.  Accordingly,  the  intercervlcal  and  intrauterine  pessaries 
labeling  should  contain  substantially  the  dangerous  for  use  under  any  form 

following  information;  labeling  and  serve  no  useful  purpose. 

(1)  For  denture  repair  kits:  Special  TTiis  opinion  is  particularly  applicable  to 
training  and  tools  are  needed  to  repair  pessaries  offered  or  intended  for  contra- 
dentures  to  fit  properly.  Home-repaired  ceptive  use.  TTiese  views  do  not  apply 

to  those  pessaries,  made  with  hollow 
tubes,  intended  solely  for  use  when  nec¬ 
essary  to  maintain  drainage  from  the 
uterine  cavity. 

(b)  On  the  basis  of  this  consensus  of 
expert  opinion  and  the  supporting  evi¬ 
dence  of  many  known  injuries,  the  Food 
and  Drug  Administratiem  concludes  that 
stem-type  and  wing-type  intracervical 
and  intrauterine  pessarte  are  dangerous 
to  health,  and  regardless  of  their  label¬ 
ing,  may  be  shown  to  be  misbranded 
within  the  meaning  of  sections  502(f) 
(1)  and  (2)  and  502(J)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act.  It  is 
recommended  that  distributors  of  these 
devices  remove  them  from  the  Interstate 
market  at  once.  Regulatory  action  may 
be  instituted  in  connection  with  any 
such  devices  found  within  the  Jurisdic¬ 
tion  of  the  act. 

U«c  of  io^oct-rcsHBtaBt  IcnMo 
io  eyeglaascs  aod  —gU— rv. 

(a)  Examination  of  data  availaUe  on 
the  frequency  of  eye  injuries  resultlnt 
from  the  shattering  of  emttnary  crown 
glass  lenses  indicate  that  the  use  sueli 
lenses  constitutes  an  avoidtdile  hasard 
to  the  eye  of  the  wearer. 

(b)  Ihe  conaansos  of  tbs  oidithalmle 
community  is  that  tbs  number  of  eye 
injuries  would  be  substantially  reduced 
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by  the  use  in  eyeglasses  and  sunglasses 
of  either  plastic  lenses,  heat-treated 
crown  glass  lenses,  or  lenses  made 
impact-resistant  by  other  methods. 

(c)  To  protect  the  public  more  ade¬ 
quately  from  potential  eye  injiuy,  eye¬ 
glasses  and  sunglasses  must  be  fitted 
with  impact-resistant  lenses,  except  in 
those  cases  where  the  physician  or  op¬ 
tometrist  finds  that  such  lenses  will  not 
fulfill  the  visual  requirements  of  the  par¬ 
ticular  patient,  directs  in  writing  the  use 
of  other  lenses  and  gives  written 
notification  thereof  to  the  patient. 

(d)  The  physician  or  optometrist  shall 
have  the  option  of  ordering  heat-treated 
glass  lenses,  plastic  lenses,  laminated 
glass  lenses,  or  glass  lenses  made  impact 
resistant  by  other  methods;  however,  all 
such  lenses  must  be  capable  of  witti- 
standing  an  Impact  test  in  which  a  %- 
Inch  steel  ball  weighing  approximately 
0.56  oimces  is  dropped  from  a  height  of 
50  inches  upon  the  horizontal  upper  sur¬ 
face  of  the  lens.  The  ball  shall  strike 
within  a  %-inch  diameter  circle  located 
at  the  ge<Hnetric  center  of  the  lens.  The 
ball  may  be  guided,  but  not  restricted, 
in  its  fsdl  by  being  dropped  through  a 
tube  extendi^  to  within  approximately 
4  inches  of  the  lens.  In  order  to  pass  the 
test,  the  lens  must  not  fracture;  for  the 
purpose  of  this  section,  a  lens  will  be 
considered  to  have  fractured  if  it  cracks 
through  its  entire  thickness,  including  a 
laminar  layer,  if  any,  and  across  a  com¬ 
plete  diameter  into  two  or  more  separate 
pieces  or  if  any  lens  material  visible  to 
the  naked  eye  becomes  detached  from 
the  ocular  siulace.  The  test  shall  be  con¬ 
ducted  with  the  lens  supported  by  a  tube 
(1-inch  inside  diameter,  lV4-inch  outside 
diameter,  and  approximately  1-inch 
high)  affixed  to  a  ri^d  iron  or  steel  base 
plate.  The  total  weight  of  the  base  plate 
and  its  rigidly  attached  fixtures  shall  be 
not  less  than  27  poimds.  For  lenses  of 
small  minimum  diameter,  a  support  tube 
having  an  outside  diameter  of  less  than 
1^  inches  may  be  used.  The  support 
tube  shall  be  nuuie  of  rigid  acrylic  plas¬ 
tic,  steel  or  other  suitable  substance  and 
shall  have  securely  bonded  on  the  top 
edge  a  Va-  by  Vs -inch  neoprene  gasket 
having  a  hardness  of  40±5,  as  deter¬ 
mined  by  ASTM  Method  D  1415  a  min¬ 
imum  tensile  strength  of  1,200  pounds, 
as  determined  by  ASTM  Method  D  412  ^ 
and  a  minimum  ultimate  elongation  of 
400  percent,  as  determined  by  ASTM 
Method  D  412.  The  diameter  and/or 
contour  of  the  lens  suppcut  may  be  mod¬ 
ified  as  necessary  so  that  the  Va-  by  ^- 
Inch  neoprence  gasket  supports  the  lens 
at  its  periphery.  Each  finished  impact- 
resistant  glass  lens  for  prescription  use 
shall  be  subjected  to  the  impact  lest  pre¬ 
scribed  by  this  paragraph.  Raised  ledge 
multifocal  lenses  must  be  impact-resis¬ 
tant  but  need  not  be  tested  beyond  initial 
design  testing.  To  demcmstrate  that  all 
other  types  of  impact-resistant  lenses, 
including  impact-resistant  laminated 
glass  Ibises,  are  csqpable  of  withstanding 


may  ba  obtained  from:  American 
Society  for  Testing  Materials  (ASTM),  1916 
Race  St.,  Philadelphia,  PA  19103. 


this  Impact  test,  the  manufacturer  of 
such  lenses  shall  subject  to  the  impact 
test  a  statistically  sigi^cant  sampling  of 
lenses  from  each  production  batch,  and 
the  lenses  so  tested  shall  be  repres^ta- 
tive  of  the  finished  forms  as  worn  by  the 
wearer,  including  finished  forms  that 
are  of  minimal  lens  thickness  and  have 
been  subjected  to  any  treatment  used  to 
impart  impact  resistance.  Plastic  pre¬ 
scription  and  all  nonprescription  lenses, 
tested  on  the  basis  of  statistical  signif¬ 
icance,  may  be  tested  in  uncut  finished 
or  semifinished  form  at  the  point  of  orig¬ 
inal  manufacture.  This  statement  of 
policy  will  be  appropriately  amended  to 
provide  for  use  of  alternate  methods  of 
testing  the  impact  resistance  of  lenses  if 
it  can  be  shown  that  the  alternate 
method  is  equal  to  or  superior  to  the 
method  prescribed  in  this  paragraph. 

(e)  Copies  of  invoice (s),  shipping 
document(s) ,  and  records  of  sale  or  dis¬ 
tribution  of  all  impact  resistant  lenses, 
including  finished  eyeglasses  and  sim- 
glasses,  shall  be  kept  and  maintained 
for  a  period  of  3  years;  however,  the 
names  and  addresses  of  individuals  pur¬ 
chasing  nonprescription  eyeglasses  and 
sunglasses  at  the  retail  level  need  not  be 
kept  and  maintained  by  the  retailer.  The 
records  kept  in  compliance  with  this 
paragraph  shall  be  made  available  upon 
request  at  all  reasonable  hours  by  any 
officer  or  employee  of  the  Pood  and  Drug 
Administration  or  by  any  other  officer  or 
employee  acting  on  behalf  of  the  Secre¬ 
tary  of  Health,  Education,  and  Welfare 
and  such  officer  or  employee  shall  be 
permitted  to  inspect  and  copy  such  rec¬ 
ords,  to  make  such  inventories  of  stock 
as  he  deems  necessary,  and  otherwise  to 
check  the  correctness  of  such  inventories. 

(f )  In  addition,  those  persons  conduct¬ 
ing  impact  tests  in  accordance  with 
paragraph  (d)  of  this  section,  shall  keep 
and  maintain  the  results  thereof  for  a 
period  of  3  years.  Such  records  and  re¬ 
sults  shall  be  made  available,  upon  re¬ 
quest  at  all  reasonable  hours  by  any  offi¬ 
cer  or  employee  acting  on  behalf  of  the 
Secretary  of  Health,  Education,  and  Wel¬ 
fare  and  shall  permit  such  officer  or  em¬ 
ployee  to  inspect  and  copy  such  records, 
to  make  such  inventories  of  stock  as  he 
deems  necessary,  and  otherwise  to  check 
the  correctness  of  such  inventories. 

(g)  For  the  purpose  of  this  section,  the 
term  “manufacturer”  includes  an  im¬ 
porter  for  resale.  Such  importer  may 
have  the  tests  required  by  paragraph 
(d)  of  this  section  conducted  in  the  coun¬ 
try  of  origin  but  must  make  the  results 
thereof  available,  upon  request,  to  the 
Food  smd  Drug  Administration,  as  soon 
as  practicable. 

(h)  All  laises  must  be  impact-resistant 
except  when  the  physician  or  optometrist 
finds  that  impact-resistant  lenses  will 
not  fulfill  the  visual  requirements  for  a 
particular  patirat. 

(i)  This  statement  of  policy  does  not 
apply  to  contact  lenses. 

§  801.415  Maximum  acceptable  level  of 
oaone. 

(a)  Ozone  is  a  toxic  gas  with  no  known 
useful  medical  a];n>Ucation  In  specific, 


adjtmctive,  or  preventive  therapy.  In  or¬ 
der  for  ozone  to  be  effective  as  a  germi¬ 
cide,  it  must  be  present  in  a  concentra¬ 
tion  far  greater  than  that  which  can  be 
safely  tolerated  by  man  and  animals. 

(b)  Although  imdesirable  physiologi¬ 
cal  effects  on  the  central  nervous  system, 
heart,  and  vision  have  been  reported,  the 
predominant  physiological  effect  of  ozone 
is  primary  irritation  of  the  mucous 
membranes.  Inhalation  of  ozone  can 
cause  sufficient  irritation  to  the  lungs  to 
result  in  pulmonary  edema.  The  onset 
of  pulmonary  edema  is  usually  delayed 
for  some  hours  after  exposure;  thus, 
symptomatic  response  is  not  a  reliable 
warning  of  exposure  to  toxic  concKitra- 
tions  of  ozone.  Since  olfactory  fatigue 
develops  readily,  the  odor  of  ozone  is  not 
a  reliable  index  of  atmospheric  ozone 
concentration. 

(c)  A  munber  of  devices  currently  on 
the  market  generate  ozone  by  design  or 
as  a  byproduct.  Since  exposure  to  ozone 
above  a  certain  concentration  can  be  in¬ 
jurious  to  health,  any  such  device  will 
be  considered  adulterated  and/or  mis¬ 
branded  within  the  meaning  of  sections 
501  and  502  of  the  act  if  it  is  used  or  in¬ 
tended  for  use  under  the  following 
conditions: 

(1)  In  such  a  manner  that  it  generates 
ozone  at  a  level  in  excess  of  0.05  part  per 
million  by  volume  of  air  circulattng 
through  the  device  or  causes  an  acciunu- 
lation  of  ozone  in  excess  of  0.05  part  per 
million  by  volmne  of  air  (when  measui^ 
under  standard  conditions  aj;  25°  C  (77° 
F)  and  760  millimeters  of  mercmy)  in 
the  atthosphere  of  enclosed  space  in¬ 
tended  to  be  occupied  by  people  for  ex¬ 
tended  periods  of  time,  e.g.,  houses, 
apartments,  hospitals,  and  offices.  This 
applies  to  any  such  device,  whether  port¬ 
able  or  permanent  or  part  of  any  system, 
which  generates  ozone  by  design  or  as 
an  inadvertent  or  incidental  product. 

(2)  To  generate  ozone  and  release  it 
into  the  atmosphere  in  hospitals  or  other 
establishments  occupied  by  the  ill  or 
infirm. 

(3)  To  generate  ozone  and  release  it 
into  the  atmosphere  and  does  not  indi¬ 
cate  in  its  labeling  the  maximiun  accept¬ 
able  concentration  of  ozone  which  may 
be  generated  (not  to  exceed  0.05  part 
per  million  by  volume  of  air  circulating 
through  the  device)  as  established  herein 
and  the  smallest  area  in  which  such  de¬ 
vice  can  be  used  so  as  not  to  produce  an 
ozone  accumulation  in  excess  of  0.05  part 
per  million. 

(4)  In  any  medical  condition  for 
which  there  is  no  proof  of  safety  and 
effectiveness. 

(5)  To  generate  ozone  at  a  level  less 
than  0.05  part  per  million  by  voliime  of 
air  circulating  through  the  device  and 
it  is  labeled  for  use  as  a  germicide  or 
deodorizer. 

(d)  This  section  does  not  affect  the 
present  threshold  limit  value  of  0.10 
part  per  million  (0.2  milligram  per  cubic 
meter)  of  ozone  exposure  for  an  8-hour- 
day  exposure  of  industrial  workers  as 
rec(xnmended  by  the  American  Con¬ 
ference  of  Governmental  Industrial 
Hygienists. 
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(e)  Tlie  method  and  apparatus  speci¬ 
fied  In  40  CFR  Part  50,  or  any  other 
equally  sensitive  and  accurate  method, 
may  be  employed  In  measuring  oscme 
pursuant  to  this  section. 


PART  809— IN  VITRO  DIAGNOSTIC 
PRODUCTS  FOR  HUMAN  USE 
Suapart  A— Oanaral  Provisions 

Sec. 

809.3  Definitions. 

809.4  Confidentiality  of  submitted  Infor¬ 

mation. 

Subpart  B — Labotinc 

809.10  Labeling  for  in  vltoo  diagnostic 
products. 

Subpart  C — Raquiromonts  for  Manuf acturors 
and  Producers 

809.20  General  requirements  for  manufac¬ 
turers  and  producers  of  In  vitro 
diagnostic  products. 

Subpart  D — Administrathra  Procedures 

809.30  Procediure  for  establishing,  amend¬ 
ing  or  repealing  standards. 

809.34  Court  appeal. 

809.35  Regulatory  action. 

Authoeitt:  Sec.  701,  62  Stat.  1065-1056  as 
amended  (21  TTJS.C.  371)  \inless  otherwise 
noted. 

Subpart  A — General  Provisions 
§  809.3  Definitions. 

(a)  “In  vitro  diagnostic  products”  are 
those  reagents,  instruments  and  systems 
intended  for  use  in  the  diagnosis  of  dis¬ 
ease  or  in  the  determination  of  the  state 
of  health  in  order  to  cure,  mitigate,  treat, 
or  prevent  disease  or  its  sequelae.  Such 
products  are  intended  for  use  in  the  col¬ 
lection,  preparation  and  examination  of 
specimens  taken  from  the  human  body. 
These  products  are  drugs  or  devices  as 
defined  in  section  201(g)  and  201(h),  re¬ 
spectively,  of  the  Federal  Pood,  Drug,  and 
Cosmetic  Act  (the  act)  or  are  a  combina¬ 
tion  of  drugs  and  devices,  and  may  also 
be  a  biological  product  subject  to  section 
351  of  the  Public  Health  S^ice  Act. 

(b)  A  “product  class”  is  all  those  prod¬ 
ucts  intended  for  use  for  a  particular 
determination  or  for  a  related  group  of 
determinations  or  products  with  common 
or  rdated  characteristics  or  those  in¬ 
tended  for  common  or  related  uses.  A 
class  may  be  further  divided  into  sub¬ 
classes  when  appropriate. 

(c)  A  “product  class  standard”  is  a 
statement  describing  performance  re¬ 
quirements  necessary  to  assure  accuracy 
and  reliability  of  results,  specific  labeling 
requiremMits  necessary  for  the  proper 
use  of  a  particular  class,  and  procedures 
for  testing  the  product  to  assure  its  satis¬ 
factory  performance. 

(d)  “Act”  means  the  Federal  Food, 
Drug,  ahd  Cosmetic  Act. 

§  809.4  Confidentiality  of  submitted  in¬ 
formation. 

(a)  Data  and  information  submitted 
pursuant  to  the  provisions  of  §  809.30  or 
§  809.10(c)  and  falling  within  the  con¬ 
fidentiality  provisions  of  18  UJ3.C.  1905 
or  21  n.S.C.  331  (J)  shall  be  treated  as 
confidential  by  the  Food  and  Drug  Ad¬ 
ministration  and  any  consultant  to  whom 
it  is  referred.  Confidentiality  of  informa¬ 


tion  will  be  determined  in  accordance 
with  the  provisions  of  Part  4  of  this 
chapter. 

(b)  Data  and  Information  suixnitted 
pursuant  to  |  809.30  in  connection  with 
the  establishment,  amendment  or  repeal 
of  a  product  class  standard  will  be  made 
ptiblicly  available  at  the  office  of  the 
Hearing  CHeiic  of  the  Pood  and  Drug  Ad¬ 
ministration  30  days  after  publication 
of  a  proposed  prodxict  class  standard, 
except  for  the  identity  of  inactive  in¬ 
gredients,  any  quality  control  or  other 
manufacturing  data  or  information,  or 
other  data  and  information  to  the  ex¬ 
tent  that  the  person  submitting  it  has 
demonstrated  that  it  falls  within  the 
confidentiality  provisions  of  18  U.S.C. 
1905  or  21  U.S.C.  331(j). 

Subpart  B — Labeling 

§  809.10  Labding  for  in  vitro  diagnostic 
products. 

(a)  The  label  for  an  in  vitro  diagnostic 
product  shall  state  the  following  infor¬ 
mation,  except  where  such  Information 
is  not  applicable,  or  as  otherwise  speci¬ 
fied  in  a  standard  for  a  particular  prod¬ 
uct  class.  Section  201  (k)  of  the  act  pro¬ 
vides  that  “a  requirement  made  by  or 
under  authority  of  this  act  that  any 
word,  statement,  or  other  information 
appear  on  the  label  shall  not  be  con¬ 
sidered  to  be  complied  with  unless  such 
word,  statement,  or  other  information 
also  appears  on  the  outside  container  or 
wrapper,  if  any  there  be,  of  the  retail 
package  of  such  article,  or  is  easily  legi¬ 
ble  through  the  outside  container  or 
wrtqjper.” 

(1)  The  proprietary  name  and  estab¬ 
lished  name  (common  or  usual  name), 
if  any. 

(2)  The  intended  use  or  uses  of  the 
product. 

(3)  For  a  reagent,  a  declaration  of  the 
established  name  (common  or  usual 
name),  if  any,  and  quantity,  proportion 
or  concentration  of  each  reactive  ingre¬ 
dient;  and  for  a  reagent  derived  from 
bloloidcal  material,  the  source  and  a 
measure  of  its  activity.  The  quantity, 
proportion,  concentration,  or  activity 
shall  be  stated  in  the  system  generally 
used  and  recognized  by  the  intended  user, 
e.g.,  metric,  international  units,  etc. 

(4)  A  statement  of  warnings  or  pre¬ 
cautions  for  users  as  established  in  the 
regulations  contained  in  16  CFR  Part 
1500  and  any  other  warnings  appropriate 
to  the  hazard  presented  by  the  product; 
and  a  statement  “For  In  Vitro  Diagnostic 
Use”  and  any  other  limiting  statements 
appropriate  to  the  intended  use  of  the 
product. 

(5)  For  a  reagent,  appropriate  storage 
instructions  adequate  to  protect  the  sta¬ 
bility  of  the  product.  When  applicable, 
these  instructions  shall  include  such  in¬ 
formation  as  conditions  of  temperature, 
light,  humidity,  and  other  pertinent 
factors.  For  products  requiring  manipu¬ 
lation,  such  as  reconstitution  and/or 
mixing  before  use,  appropriate  storage 
instructions  shall  be  provided  for  the  re¬ 
constituted  or  mixed  product  which  is 
to  be  su>red  in  the  original  container. 
The  basis  for  such  instructions  shall  be 


determined  by  reliable,  meaningful,  and 
specific  test  methods  such  as  those  de¬ 
scribed  in  §  211.60  of  this  chapter. 

(6)  For  a  reagent,  a  means  by  which 
the  user  may  be  assured  that  the  prod¬ 
uct  meets  appropriate  standards  of 
Identity,  strength,  quality  and  purity  at 
the  time  of  use.  This  shall  be  provided, 
both  for  the  product  as  provided  and 
for  any  resultsmt  reconstituted  or  mixed 
product,  by  including  on  the  label  one 
or  more  of  the  following: 

(i)  An  expiration  date  based  upon  the 
stated  storage  instructions. 

(ii)  A  statement  of  an  observable  indi¬ 
cation  of  an  alteration  of  the  product, 
e.g.,  tirrl^dlty,  color  change,  precipi¬ 
tate.  beyond  its  appropriate  standards. 

(ill)  Instructions  for  a  simple  method 
by  which  the  user  can  restfonably  de¬ 
termine  that  the  product  meets  its 
appropriate  standards. 

(7)  For  a  reagent,  a  declaration  of  the 
net  quantity  of  contents,  expressed  in 
terms  of  weight  or  volume,  numerlcsd 
count,  or  any  combination  of  these  or 
other  terms  whteh  aceturately  reflect  the 
contents  of  the  package.  The  use  of  met¬ 
ric  designations  is  encouraged,  wherever 
appropriate.  If  more  than  a  slnide  de¬ 
termination  may  be  performed  using  the 
product,  any  statement  of  the  number 
of  tests  shall  be  consistent  with  instruc¬ 
tions  for  use  and  amount  of  material 
provided. 

(8)  Name  and  place  of  business  of 
maniifacturer,  packer,  or  distributor. 

(9)  A  lot  or  control  number,  identi¬ 
fied  as  such,  from  which  it  is  possible 
to  determine  the  complete  maniifactur- 
Ing  history  of  the  product. 

(1)  If  it  is  a  multiple  unit  product,  the 
lot  or  control  number  shall  permit  trac¬ 
ing  the  identity  of  the  individual  units. 

(ii)  For  an  Instrument,  the  lot  or  con¬ 
trol  number  shaU  permit  tracing  the 
ld«itity  of  all  fimcti<mal  subassemblies. 

(lU)  For  multiple  unit  products  which 
require  the  use  of  Included  units  togethw 
as  a  system,  aU  units  should  bear  the 
same  lot  or  control  number,  if  sqipropri- 
ate,  or  other  suitable  uniform  identifica¬ 
tion  should  be  used. 

(10)  Except  that  fw  itrais  in  para¬ 
graph  (a)  (1)  through  (9)  of  this  sec- 
ti<m:  (i)  In  the  case  of  immediate  con¬ 
tainers  too  small  or  otherwise  unable 
to  accommodate  a  label  with  sufficient 
space  to  bear  all  such  Information  and 
which  are  packstged  within  an  outer  con¬ 
tainer  from  which  they  are  removed  for 
use,  the  Infcxmation  required  by  para- 
grai*  (a)(2),  (3),  (4),  (5),  (6)(ll)(Iii) 
and  (7)  of  this  section  may  appear  in  the 
outer  container  labeling  only. 

(11)  In  any  case  in  which  the  presence 
of  this  information  on  the  immediate 
OMitainer  will  Interfere  with  the  test,  the 
information  may  appear  <m  the  outside 
container  or  wrapper  rather  than  on  the 
immediate  container  labd. 

(b)  Labeling  accennpanying  each  prod¬ 
uct,  e.g.,  a  package  Insert,  shall  state 
in  one  place  the  f(ffiowing  information 
in  the  format  and  order  specified  below, 
except  where  such  information  is  not 
applicable,  or  as  specified  in  a  standard 
for  a  particular  product  class.  The  label- 
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Ing  for  a  multiple-purpose  instrument 
used  for  diagnostic  purposes,  and  not 
committed  to  specific  diagnostic  pro¬ 
cedures  or  systems,  may  bear  only  the 
Information  indicated  in  paragraph  (b) 

(1),  (2),  (6).  (14),  and  (15)  of  this  sec¬ 
tion.  The  labeling  for  a  reag^t  int^ded 
for  use  as  a  replacement  in  a  diagnostic 
S3rstem  may  be  limited  to  that  informa¬ 
tion  necessary  to  identify  the  reagent 
adequately  and  to  describe  its  proper  use 
in  the  system. 

(1)  The  proprietary  name  and  estab¬ 
lished  name,  i.e.,  common  or  usual  name, 
if  any. 

(2)  The  intended  use  or  uses  of  the 
product  and  the  type  of  procedure,  e.g., 
qualitative  or  quantitative. 

(3)  Simunary  and  explanation  of  the 
test.  Include  a  i^ort  history  of  the  meth¬ 
odology,  with  pertinent  references  and  a 
balanced  statem«it  of  the  special  merits 
and  limitations  of  this  method  or  prod¬ 
uct.  If  the  product  labeling  refers  to  any 
other  procedure,  appropriate  literatTire 
citations  shall  be  included  and  the  label¬ 
ing  shall  explain  the  nature  of  any  dif¬ 
ferences  from  the  original  and  their  ef¬ 
fect  (HI  the  results. 

(4)  The  chemical,  idiysical,  physiologi¬ 
cal,  or  biological  principles  of  the  pro¬ 
cedure.  Explain  concisely,  with  chemical 
reactions  and  techniques  involved,  if 
applicable. 

(5)  Reagents,  (i)  A  declaration  of  the 
established  name  (common  or  usual 
name) ,  if  any,  and  qxiantity,  proportion 
or  concentration  or  each  reactive  in¬ 
gredient;  and  for  biological  material, 
the  source  and  a  measure  of  its  E^tivity. 
The  quantity,  proportion,  concentration 
or  activity  shall  be  stated  in  the  system 
generally  used  and  recognized  by  the 
intended  user,  e.g.,  metric,  international 
units,  etc.  A  statement  indicating  the 
presence  of  and  characterizing  any 
catalytic  or  ncmreexitive  ingredients,  e.g., 
buffers,  preservatives,  stabilizers. 

(ii)  A  statement  of  warnings  or  pre¬ 
cautions  for  users  as  established  in  the 
regulations  contained  in  16  CFR  Part 
1500  and  any  other  warnings  appro¬ 
priate  to  the  hazard  presented  by  the 
product;  and  a  statement  “For  In  Vitro 
Diagnostic  Use”  and  any  other  limiting 
statements  appropriate  to  the  intended 
use  of  the  product. 

(iii)  Adequate  instrxictions  for  recon¬ 
stitution,  mixing,  dilution,  etc. 

(iv)  Appropriate  storage  instructions 
adequate  to  protect  the  stability  of  the 
product.  When  applicable,  these  instruc¬ 
tions  shall  include  such  information  as 
conditions  of  temperature,  light,  humid¬ 
ity,  and  other  pertinent  factors.  For 
pn^ucts  requiring  manipulation,  such  as 
reconstitution  and/or  mixing  before  use, 
appropriate  storage  instructions  shall  be 
provicied  for  the  reconstituted  or  mixed 
product.  The  basis  for  such  instructions 
shall  be  determined  by  reliaUe,  mean¬ 
ingful,  and  specific  test  methods  such 
as  those  described  in  S  211.60  of  this 
chapter. 

(V)  A  statement  of  any  piurification  or 
treatment  required  for  use. 

(vl)  Physical,  biological,  or  chemical 
Indications  of  Instability  or  deterioration. 


(6)  Instruments:  (1)  Use  or  fimcUon. 

(ii)  Installation  pr<x:edures  and  spe¬ 
cial  requirements. 

(iii)  ~Princh>les  of  operation. 

(iv)  Performance  characteristics  and 
specifications. 

(V)  Operating  instructions. 

(vi)  Calibration  procedures  including 
materials  and/or  equipment  to  be  use<L 
(vU)  Operational  precautions  and 
limitations. 

(viii)  Hazards. 

(ix)  Service  and  maintenance  infor¬ 
mation. 

(7)  Specimen  collection  and  prepara¬ 
tion  for  analysis,  including  a  description 
of:  (i)  Special  precautions  regarding 
specimen  collection  including  special 
preparation  of  the  patient  as  it  bears  on 
the  validity  of  the  test. 

(ii)  Additives,  preservatives,  etc.,  nec¬ 
essary  to  maintain  the  integrity  of  the 
specimen. 

(iii)  ELnown  interfering  substances. 

(iv)  Recommended  storage,  handling 
or  shipping  instructions  for  the  protec¬ 
tion  and  maintenance  of  stability  of  the 
specimen. 

(8)  Procedure:  A  step-by-step  outline 
of  recommended  procedures  from  recep¬ 
tion  of  the  specimen  to  obtaining  results. 
List  any  points  that  may  be  useful  in 
improving  precision  and  accuracy,  (i)  A 
list  of  all  materials  provided,  e.g., 
reagents,  instruments  and  equipment, 
with  instructions  for  their  use. 

(ii)  A  list  of  all  materials  reqxiired  but 
not  provided.  Include  such  details  as 
sizes,  numbers,  types,  and  quality. 

(iii)  A  description  of  the  amounts  of 
reagents  necessary,  times  required  for 
specific  steps,  proper  temperatures, 
wavelengths,  etc. 

(iv)  A  statement  describing  the  stabil¬ 
ity  of  the  final  reaction  material  to  be 
measured  and  the  time  within  which  it 
shall  be  measured  to  assure  accurate  re¬ 
sults. 

(v)  Details  of  calibration:  Identify 
reference  material.  Describe  preparation 
of  reference  sample(s),  use  of  blanks, 
preparation  of  the  standard  curve,  etc. 
The  description  of  the  range  of  calibra¬ 
tion  should  include  the  highest  and  the 
lowest  values  measurable  by  the  pro¬ 
cedure. 

(vi)  Details  of  kinds  of  quality  control 
procedures  and  materials  required.  If 
there  is  need  for  both  positive  and  neg¬ 
ative  controls,  this  should  be  stated.  State 
what  are  considered  satisfactory  limits 
of  performance. 

(9)  Results:  Explain  the  procedure  for 
calculating  the  value  of  the  unknown. 
Give  an  explanation  for  each  component 
of  the  formula  used  for  the  calculation 
of  the  unknown.  Include  a  sample  calcu¬ 
lation,  step-by-step,  explaining  the  an¬ 
swer.  The  values  shall  be  expressed  to 
the  appropriate  number  of  significant 
figures.  If  the  test  provides  other  than 
quantitative  results,  provide  an  adequate 
description  of  expected  results. 

(10)  Limitation  of  the  procedure:  In¬ 
clude  a  statement  of  limitations  of  the 
procedure.  State  known  extrinsic  factors 
or  interfering  substances  affecting  re¬ 
sults.  If  further  testing,  either  more  spe¬ 


cific  or  more  sensitive,  is  indicated  in  all 
cases  where  certain  results  are  obtained, 
the  need  for  the  additional  test  shall  be 
stated. 

(11)  Expected  values:  State  the 
range(s)  of  expected  values  as  obtained 
with  the  product  from  studies  of  various 
populations.  Indicate  how  the  range  (s) 
was  established  and  identify  the  popula- 
tion(s)  on  which  it  was  established. 

(12)  Specific  perfonnance  character¬ 
istics:  Include,  as  appropriate,  informa¬ 
tion  describing  such  things  as  accuracy, 
precision,  specificity,  and  sensitivity. 
These  shall  be  relate  to  a  generally  ac¬ 
cepted  method  using  biological  speci¬ 
mens  from  normal  and  abnormal  popula¬ 
tions.  Include  a  statement  summarizing 
the  data  upon  which  the  specific  per¬ 
formance  characteristics  are  based. 

(13)  Bibliography:  Include  pertinent 
references  keyed  to  the  text. 

(14)  Name  and  place  of  business  of 
manufacturer,  packer,  or  distributor. 

(15)  Date  of  issuan(^  of  the  last  re¬ 
vision  of  the  labeling  identified  as  such. 

(c)  A  shipment  or  other  delivery  of  an 
in  vitro  diagnostic  product  shall  be  ex¬ 
empt  from  the  requirements  of  para¬ 
graphs  (a)  and  (b)  of  this  section  and 
from  a  standard  promulgated  pursuant 
to  this  part  provided  the  following  con¬ 
ditions  are  met: 

( 1 )  For  a  product  in  the  laboratory  re¬ 
search  phase  of  development,  and  not 
represented  as  an  effective  in  vitro  diag¬ 
nostic  product,  all  labeling  bears  the 
statement,  prominently  placed:  “For  Re¬ 
search  Use  Only.  Not  for  use  in  diagnostic 
procedures.” 

(2)  For  a  product  being  shipped  or 
delivered  for  product  testing  prior  to  full 
commercial  marketing  (e.g.,  for  use  on 
specimens  derived  from  humans  to  com¬ 
pare  the  usefulness  of  the  product  with 
other  products  or  procedures  which  are  in 
cimrent  use  or  recognized  as  useful),  all 
labeling  bears  the  statement,  promi¬ 
nently  placed:  “For  Investigational  Use 
Only.  The  performance  characteristics  of 
this  product  have  not  been  established.” 

(3)  The  person  making  a  shipment  or 
delivery  under  paragraph  (c)  (2)  of  this 
section  shall  submit  to  the  FDA  a  noti¬ 
fication  that  such  shipments  are  being 
made. 

(4)  Within  30  days  after  the  first  com¬ 
mercial  shipment  of  an  in  vitro  diagnos¬ 
tic  product,  the  person  making  such  ship¬ 
ment  shall  submit  the  information  re¬ 
quired  by  the  Drug  Listing  Act  as  pro¬ 
vided  in  §  207.25  of  this  chapter. 

(d)  The  labeling  of  general  piu-pose 
laboratory  reagents  (e.g.,  hydrochloric 
acid)  and  equipment  (e.g.,  test  tubes  and 
pipettes)  whose  uses  are  generally  known 
by  persons  trained  in  their  use  need  not 
bear  the  directions  for  use  required  by 
§  809.10  (a)  and  (b) ,  if  their  labeling 
meets  the  requiranents  of  this  para- 
gr£^h. 

(1)  The  lab^  of  a  reagent  shall  bear 
the  following  information:  , 

(i)  The  proprietary  name  and  estab¬ 
lished  name  (common  or  usual  name) ,  tt 
any,  of  the  reagwit. 
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(ii)  A  declaration  of  Uie  established 
name  (common  or  usual  name) ,  if  any. 
and  quantity,  proportion  or  concentra¬ 
tion  of  the  reagent  ingredient  (e.g..  hy¬ 
drochloric  acid:  Formula  weight  36.46. 
assay  37.9  percent,  specific  gravity  1.192 
at  60'  P) ;  and  for  a  reagent  derived  from 
biological  material,  the  source  and  where 
applicable  a  measure  of  its  activity.  The 
quantity,  proportion,  concentration  or 
activity  ^all  be  stated  in  the  system  gen¬ 
erally  used  and  recognized  by  the  in¬ 
tended  user,  e.g.,  metric,  international 
units,  etc. 

(ill)  A  statement  of  the  purity  and 
quality  of  the  reagent,  including  a  quan¬ 
titative  declaration  of  any  impurities 
present.  The  requirement  for  this  Infor- 
maticHi  may  be  met  by  a  statement  of 
conformity  with  a  generally  recognized 
and  generally  available  standard  which 
contains  the  same  information,  e.g., 
those  established  by  the  American 
Chemical  Society,  U.S.  Pharmacc^ia, 
National  Formulary,  Natlcmal  Research 
Council. 

(iv)  A  statemmt  of  warnings  or  pre¬ 
cautions  for  users  as  established  in  the 
regulations  contained  in  16  CFR  Part 
1500  and  any  other  warnings  appro¬ 
priate  to  the  hazard  presented  by  the 
product;  and  a  statement  “For  Labora¬ 
tory  Use." 

(V)  Appropriate  storage  instructions 
adequate  to  protect  the  stability  of  the 
pitxiuct  When  applicable,  these  instruc¬ 
tions  shall  include  such  Information  as 
conditions  of  temperature,  light,  humid¬ 
ity,  and  other  pertinent  factors.  The 
basis  for  such  information  shall  be  deter¬ 
mined  by  reliable,  meaningful,  and  spe¬ 
cific  test  methods  such  as  those  described 
in  1211.60  of  this  chapter. 

(Vi)  A  declaration  of  the  net  quantity 
of  contents,  expressed  in  terms  of  weight 
or  volxune,  niunerical  oDimt,  or  any  com¬ 
bination  of  these  or  other  terms  which 
accurately  refiect  the  contents  of  the 
package.  The  use  of  metric  designations 
is  encouraged,  wherever  appropriate. 

(vii)  Name  and  place  of  business  of 
manufacturer,  packer,  or  distributor. 

(vili)  A  lot  or  control  niunber,  identi¬ 
fied  as  such,  from  which  it  is  po^Ue  to 
determine  the  complete  manufacturing 
history  of  the  product. 

(lx)  In  the  case  of  immediate  con¬ 
tainers  too  small  or  otherwise  unable  to 
accommodate  a  label  with  sufllclent 
space  to  bear  all  such  information,  and 
which  are  packaged  within  an  outer  con¬ 
tainer  from  which  they  are  removed  for 
use,  the  information  required  by 
paragraph  (d)(1)  (ii),  (ill),  (iv),  (v), 
and  (vi)  of  this  section  may  appear  In 
the  outer  container  labdlng  only. 

(2)  The  label  of  general  purpose  lab¬ 
oratory  equipment.  e.g.,  a  beaker  or  a 
pipette,  shall  bear  a  statement  ade¬ 
quately  describing  the  product,  its  com¬ 
position.  and  physical  characteristics  if 
necessary  for  its  proper  use. 

KrFECTnrs  D^n:  The  effective  date  for  par- 
BgrH>be  (a)  and  (b)  of  this  section  (formwly 
i  398.10) ,  as  applied  to  licensed  blood  group- 
tug  Bimini.  was  stayed.  See  M  VH  8088, 
Ma  IT.  ITH. 


Subpart  C — Requirements  for 
Manufacturers  and  Producers 

§  809.20  General  reqaireeaents  for  man¬ 
ufacturers  and  producers  of  in  vitro 
diagnostic  products. 

(a)  Registration  and  product  listing. 
Any  person  who  owns  or  cerates  any 
establishm^t  engaged  in  the  manufac¬ 
ture,  preparation,  compounding,  or  proc¬ 
essing  cd  an  in  vitro  diagnostic  pr^uct 
should  register  such  establishment  and 
list  such  product(s)  in  accordance  with 
the  procedures  established  imder  Part  207 
of  this  chapter,  except  that  registration 
and  listing  is  not  required  or  requested  at 
this  time  for  general  purpose  laboratory 
reagents  and  equipment  for  which  label¬ 
ing  requirements  are  specified  in 
§  809.10(d).  Any  such  establishment  not 
currently  registered  should  register 
within  30  dai^  of  the  effective  date  of 
this  regulation.  Any  such  establishment 
currently  registered  as  a  drug  establish¬ 
ment  shall  at  the  next  period  for 
registration  use  the  iqiproprlate  registra¬ 
tion  form  indicating  that  it  is  a  producer 
of  in  vitro  diagnostic  products.  Regis¬ 
tration  forms  may  be  obtained  from 
the  Department  of  Health,  Education, 
and  Welfare,  Food  and  Drug  Adminis¬ 
tration,  5600  Fishers  Lane.  Rockville,  MD 
20852,  or  sd:  any  Food  and  Drug  Admin¬ 
istration  district  office.  Registration  and 
listh%  do  not  constitute  an  admission  or 
agreement  or  determination  that  a  prod¬ 
uct  is  a  “drug”  within  the  meaning  of 
section  201(g)  of  the  act. 

(b)  Compliance  with  good  manufac¬ 
turing  practices.  In  vitro  diagnostic  prod¬ 
ucts  shall  be  manufactured  in  accordance 
with  current  good  manufacturing  prac¬ 
tices.  The  principles  established  in  Parts 
210,  211,  225,  226  and  229  of  this  chiqiter 
should  be  foUowed  as  a  guideline. 

Subpart  D — Administrative  Procedures 

§  809.80  ProceduK  for  establishing, 
amending  or  repealing  standards. 

(a)  Basis  for  standards  and  available 
approaches  to  developing  standards. 
Whenever  in  the  Judgment  of  the  Com¬ 
missioner  tlie  establishment  of  a  product 
class  standard  is  necessary  to  reduce  or 
eliminate  unreasonable  risk  of  illness  or 
injury  associated  with  exposure  to  or  use 
of  an  in  vitro  diagnostic  product  and 
there  are  no  other  more  practicable 
means  to  protect  the  public  from  such 
risk,  he  may  pitHKMe  such  a  standard.  Ih 
proposing  a  product  class  standard  he 
shall  consider,  and  publish  in  the  Fed¬ 
eral  Rbgistbr  finding  on,  the  degree  (ff 
risk  or  injury  associated  with  the  use  of 
the  product,  the  availaUllty  of  informa¬ 
tion  relating  to  the  sciences  igwn  which 
the  iMtxlucts  or  their  uses  are  based,  the 
approximate  number  of  products  subject 
to  ttie  standard,  the  medical  need  for  the 
products,  and  the  probable  ^ect  of  the 
standard  upon  the  utility,  cost,  or  avail¬ 
ability  of  the  product,  and  available 
means  at  achieving  the  objective  of  the 
standard  with  a  minimal  dismptlcm  of 
supply  and  of  reaaonaMe  manufacturing 
and  other  commercial  practices.  Three 
proce^ires  are  available  for  devNoping 


product  class  standards  and  may  be  pro¬ 
posed  on  the  initiative  of  the  CTommis- 
sioner  or  by  petition  of  interested  per¬ 
sons:  (1)  An  existing  standard  may  be 
utilized,  (2)  interested  persons  outside 
of  the  Food  and  Drug  Administration 
may  develop  a  proposed  standard  or  (3) 
the  Pood  and  Drug  Administration  may 
develop  the  standard.  If  a  petition  is 
filed  an  interested  person,  it  shall  be 
in  the  form  prescribed  in  §  2.65  of  this 
chapter  with  the  number  of  copies  speci¬ 
fied  therein. 

(b)  Advisory  committee.  An  advisory 
committee  of  qualified  experts  shall  be 
appointed  to  advise  the  Food  and  Drug 
Administratkm  on  the  priorities  for  es¬ 
tablishing  product  class  standards,  the 
scientific  basis  for  in  vitro  diagnostic 
products,  the  selection  of  reference 
methodolc^es  and  reference  materials, 
the  adequacy  and  reasonableness  of  pro¬ 
posed  standards  and  other  related  mat¬ 
ters  as  determined  by  the  Commissioner. 

(c)  Request  for  information  and  com¬ 
ment.  Whenever  a  new  standard  is  to  be 
developed,  the  Commissioner  will  pub¬ 
lish  a  notice  in  the  F'eoexal  Register 
requesting  the  submission  of  all  infor¬ 
mation.  data,  and  views  relevant  to  a 
specific  product  class  for  review  and 
evaluation.  Any  interested  person  may 
submit  comments  and  views  on  any  mat¬ 
ter  rrievant  to  the  devel(^)ment  of  the 
standard,  including  the  factors  required 
by  paragraph  (a)  of  this  section,  to  be 
considered  by  the  Commissioner.  The 
format  for  such  submission  may  be  de¬ 
termined  by  the  nature  of  the  informa¬ 
tion  to  be  sulnnltted.  Any  product  per¬ 
formance  information  submitted  shall 
relate  to  the  p^ormance  of  that  product 
as  marketed  or  intended  for  marketing. 
For  information  submitted  by  a  manu¬ 
facturer  of  a  product  vdiich  will  be 
affected  by  the  standard,  the  specific 
product  information  requested  and  the 
format  for  submission  shall  be  as  de¬ 
scribed  below  unless  changed  in  the  Fed¬ 
eral  Register  notice.  The  time  allotted 
for  submission  will  ordinarily  be  90  days. 
Four  copies  of  the  information  and  data 
on  any  product  within  the  designated 
class  shall  be  submitted,  indexed,  and 
bound. 

(1)  Name  of  product  class  and  date  of 
Federal  Register  statement. 

(2)  Proprietary  name  of  product. 

(3)  Name  of  person  responsible  for 
submission. 

(4)  Intended  use  or  uses  of  the  prod¬ 
uct. 

(5)  A  stat^ent  categorizing  the  pro¬ 
cedure.  e.g..  qualitative  or  quantitative. 

(6)  Cbpies  of  labd  and  all  other  la¬ 
beling  uoHter  which  product  is  currenth^ 
marketed  or,  for  a  propcned  product,  the 
label  and  an  other  labeling  imder  which 
marketing  is  intended. 

(7)  Description  of  the  product,  as 
apianpriate:  For  example,  if  the  product 
is  or  includes  a  reagent,  state  the  pro¬ 
prietary  name  and  established  name, 
common  or  usual  name,  if  any,  and 
quantity,  propcwtlaii,  or  concentratloa 
oi  each  reactive,  catalytic,  or  Inactive 
ingredient.  If  the  product  is  a  blologkal 
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material,  list  the  source  and  a  measure 
of  its  activity.  Include  a  statement  of  any 
purification  or  treatment  required  for 
use.  If  the  product  is  or  includes  an 
instrument  or  equipment,  describe  as 
appropriate  its  use  or  functions,  installa¬ 
tion  procedures  and  any  special  require¬ 
ments,  principle  of  operating  instruc¬ 
tions,  calibration  procedures  including 
materials  and/or  equipment  to  be  used, 
operation  precautions  and  limitations, 
hazards,  and  service  and  maintenance 
instructions. 

(8)  Stability  information;  A  descrip¬ 
tion  of,  and  data  derived  from,  studies  of 
the  stability  of  the  product.  For  any 
product  that  requires  manipulation  (e.g., 
reconstitution  or  mixing) ,  stability  data 
shall  be  described  for  the  reconstituted 
or  mixed  product.  Describe  the  means  by 
which  the  information  was  developed. 
The  data  shall  be  for  the  product  in  the 
container  in  which  it  is  marketed  to  as¬ 
sure,  among  other  things,  that  the  con¬ 
tainer  is  not  reactive,  additive,  or  ab¬ 
sorptive  to  an  extent  that  alters  the  prod¬ 
uct  or  its  (lerformance.  Include  any  ex¬ 
piration  period  data  which  supports  any 
expiration  date  which  £q)pears  in  the 
labeling  of  the  product.  Describe  the  stor¬ 
age  conditions  necessary  for  the  product, 
such  as  temperature,  light,  hiunidity. 

(9)  Hazards  to  user:  A  statement  of 
the  principal  hazards  associated  with  the 
product.  Include  the  result  of  tests  con¬ 
ducted  to  determine  the  applicability  of 
hazard  warnings  or  cautions,  including 
those  established  in  the  reg\ilations  con¬ 
tained  in  16  CPR  Part  1500. 

(10)  History  of  methodology;  A  brief 
history  of  the  methodology,  with  perti¬ 
nent  references.  AH  references  to  reports 
of  adverse  or  unfavorable  experience 
with  the  product  or  the  procedure  on 
which  it  is  based  shall  be  included.  If 
the  product  procedure  is  the  same  as  one 
which  has  been  published,  cite  the  refer¬ 
ence.  If  the  product  is  based  on  a  modi¬ 
fication  of  a  published  procedure,  cite  Uie 
reference,  state  the  reason  for  and  the 
nature  of  the  modification  and  the  effect 
such  modification  may  have  on  the  re¬ 
sults  of  the  procedure  as  compared  to 
the  original.  Include  data  illustrating 
the  comparison  of  the  modified  proce¬ 
dure  to  the  original  procedure. 

(11)  Principle  of  test;  An  explanation 
of  the  test  procedure  including  the  chem¬ 
ical,  physical,  physiological,  or  biological 
principle  of  the  procedure  with  chemical 
reactions  and  techniques  involved,  if 
applicable. 

(12)  Specimen  collection  and  pr^a- 
ration;  A  description  of  the  specim^  to 
be  subjected  to  analysis:  (i)  ^lecial  pre¬ 
cautions  regarding  specimen  coUecti(ms, 
including  special  preparation  of  the  pa¬ 
tient  as  it  bears  on  the  validity  of  the 
test. 

(ii)  Additives,  preservatives,  etc.,  nec¬ 
essary  to  maintain  the  Integrity  of  the 
specimen. 

(ill)  Known  interfering  substances 
and  their  effect  on  the  procedure  and 
results. 

(iv)  Appropriate  storage,  handling  or 
shipping  instructions. 


(13)  Procedure:  A  detailed,  step-by- 
step  description  of  the  test  procedure 
from  reception  of  the  specimen  to  ob¬ 
taining  of  results.  Including  any  points 
that  may  be  useful  in  improving  preci¬ 
sion  and  accuracy.  Give  the  exact  details 
of  calibration.  Identify  reference  mate¬ 
rial.  Describe  preparation  of  reference 
sample,  use  of  blanks,  etc.  Include  a  de¬ 
scription  of  methods  to  be  used  in  deter¬ 
mining  the  standard  curve. 

(14)  Results:  Explain  the  procedvne 
for  calculating  the  value  of  the  imknown. 
Give  an  explanation  of  each  component 
of  the  formula  used  for  the  calculation 
of  the  unknown.  Include  a  sample  calcu¬ 
lation.  step-by-step,  explaining  the  an¬ 
swer.  Values  should  be  expressed  to  the 
appropriate  number  of  significant 
figures.  Provide  the  basis  for  evaluation 
of  nonquantitative  test  results. 

(15)  Limitation  of  the  procedure;  In¬ 
clude  a  statement  of  the  limitations  of 
the  procedure  and  an  explanation  of  ex¬ 
trinsic  factors,  if  any,  that  may  affect 
the  results.  Include  statements  regard¬ 
ing  minimum  training  needed  by  the 
user,  special  precautions,  interfering 
substances,  likelihood  of  obtaining  false 
positive  or  false  negative  results,  etc. 
Position  data  showing  a  lack  of  interfer¬ 
ence  by  commonly  occurring  substances 
shall  be  supplied.  If  a  more  specific  or 
more  sensitive  laboratory  test  is  indi¬ 
cated  in  certain  instances,  the  indication 
for  the  additional  test  shall  be  stated  and 
data  submitted  to  support  its  value. 

(16)  Support  of  claims:  Include  all 
available  data,  published  or  unpublished, 
which  supports  or  is  critical  of  the  prod¬ 
uct  or  its  procedure.  Include  date  for 
both  normal  and  abnormal  subjects  and 
a  description  of  the  population  or  popu¬ 
lations  studies.  State,  for  each  claim: 

(i)  Labeling  claim. 

(ii)  Background  documentation:  Pro¬ 
vide  a  bibliography  and  reprints  of  all 
pertinent  references. 

(iii)  Procedure  used  for  collecting 
evidence  for  claim. 

(iv)  Description  of  statistical  protocol. 

(V)  Description  of  sampling  procedure. 

(vi)  Summary  of  raw  results  in  tabular 
form. 

(vii)  Analysis  of  results. 

(viii)  Statement  of  interpretation  of 
results. 

(17)  Summary  of  scientific  basis  of 
procedure:  A  summary  of  the  date  and 
views  setting  forth  the  scientific  rationale 
and  purpose  of  the  product,  and  the  sci¬ 
entific  basis  for  the  conclusion  that  the 
product  has  or  has  not  been  proven  ac¬ 
curate  and  reliable  for  its  intended  uses. 
If  there  is  an  absence  of  controlled  stud¬ 
ies  in  the  material  submitted,  an  ex¬ 
planation  as  to  why  such  studies  are  not 
considered  necessary  shall  be  included. 

(18)  If  the  submission  is  by  a  manu¬ 
facturer,  a  statement  signed  by  the  per¬ 
son  responsible  for  such  submission,  that 
to  the  best  of  his  knowledge  it  includes 
unfavorable  information  as  well  as  any 
favorable  information,  known  to  him 
pertinent  to  an  evaluation  of  the  per¬ 
formance  of  the  product.  Thus,  if  any 
type  of  scientific  date  is  submitted,  a 


balanced  submission  of  favorable  and 
unfavorable  date  must  be  submitted.  The 
same  would  be  true  of  any  other  perti¬ 
nent  date  or  information  submitted,  such 
as  consiuner  surveys  or  marketing  re¬ 
sults. 

(d)  Review  and  evaluation.  Any  exist¬ 
ing  standard  or  petition  for  a  product 
class  standard,  together  with  any  infor¬ 
mation  and  comments  submitted  pur¬ 
suant  to  a  published  notice,  will  be  re¬ 
viewed  and  evaluated  by  the  Food  and 
Drug  Administration  in  consultation 
with  its  advisory  committee  and  the  Cen¬ 
ter  for  Disease  Control. 

(e)  Proposed  product  class  standard. 
When  the  Commissioner  has  concluded 
that  the  criteria  in  paragraph  (a)  of 
this  section  are  met  and  the  information 
available  has  been  reviewed  and  found 
to  justify  the  establishment  of  a  product 
class  standard,  he  shall  publish  in  the 
Federal  Register  a  proposed  product 
class  standard  'establishing  conditions 
under  which  the  products  in  the  class 
are  safe  and  effective  and  not  adulter¬ 
ated  or  misbranded.  The  standard  shall 
include  a  statement  of  the  performance 
requiremoits  necessary  to  assure  ac¬ 
curacy  and  reliability  of  results,  specific 
labeling  requirements  for  the  proper  use 
of  the  products  in  the  class,  and  pro¬ 
cedures  for  testing  the  products  to  as¬ 
sure  satisfactory  performance  at  the  time 
of  marketing.  The  standard  may  include, 
where  necessary  to  assure  the  accuracy 
and  reliability  of  results,  individual  lot 
testing  by  or  at  the  direction  of  the 
Food  and  Drug  Administration,  in  addi¬ 
tion  to  that  normally  required  of  the 
manufacturer;  except  that  the  Commis¬ 
sioner  shall  exempt  any  particular  prod¬ 
uct  from  such  a  requirement  upon  a 
showing  that  the  manufacturer  has  dem¬ 
onstrated  such  consistency  in  the  pro¬ 
duction  of  that  product,  in  compliance 
with  the  regulations,  as  is  adequate  to 
insure  the  accuracy  and  reliability  of 
results,  and  the  Ccanmissioner  shall  re¬ 
voke  the  requirement  of  individual  lot 
testing  imder  the  standard  when  it  is  no 
longer  necessary  to  the  accuracy  and  re¬ 
liability  of  the  results  of  the  product 
class  covered  by  the  standard.  Any  in¬ 
terested  person  may,  within  60  days 
after  publication  of  the  proposed  stand¬ 
ard  in  the  Federal  Register,  file  written 
commits  on  the  proposal,  in  quintupli- 
cate,  with  the  Hearing  Clerk,  Food  and 
Drug  Administration,  Rm.  4-65,  5600 
Fishers .  Lane,  Rockville,  MD  20852. 
Comments  may  be  accompanied  by  a 
memorandum  or  brief  in  support 
thereof.  All  comments  may  be  reviewed 
at  the  office  of  the  Hearing  Clerk  during 
regular  working  hours,  Monday  through 
Friday. 

(f)  Referral  to  an  independent  ad¬ 
visory  committee.  The  CommissiMier 
may,  in  his  discretion,  refer  a  proposal 
under  paragraph  (e)  of  this  section  to 
an  independoit  advisory  committee  of 
experts  qualified  in  the  subject  matter 
at  issue,  for  a  report  and  recmnmoida- 
tions  with  respect  to  any  matter  involved 
in  such  pnHxisal  which  Invcdves  the 
exercise  of  scioitific  judgm^t.  Hie 
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CcMnmissioner  shall  designate  the  chair¬ 
man  of  each  panel.  The  independent  ad¬ 
visory  ccHiunittee  may  ocmsult  any  per¬ 
son  in  cMinection  with  the  matter  re¬ 
ferred  to  it.  Any  interested  person  may 
request,  in  writing,  an  oppOTtunity  to 
present  oral  views  to  the  committee.  Any 
Interested  perswi  may  present  writt«i 
data  and  views  which  shall  be  consid¬ 
ered  by  the  committee.  The  full  report(s) 
of  the  committee  and  summary  minutes 
of  its  meetings  shall  be  made  available 
upon  request  after  sutenission  of  the 
report(s)  to  the  Commissioner. 

(g)  Final  product  class  standard. 
After  reviewing  all  comments  received 
in  respcMise  to  the  proposal  and  consid¬ 
ering  all  available  relevant  information, 
the  Pood  and  Drug  Administration,  in 
consultation  with  its  advisory  committee 
and  the  Center  for  Disease  Control,  and 
after  ccmsideration  of  any  report  of  an 
indepaident  advisory  committee  if  the 
matter  involved  has  been  so  referred, 
will  publish  in  the  Federal  Register  a 
final  order  containing  a  product  class 
standard.  This  order  sh^l  state  the 
reasons  for  promulgating  the  product 
class  standard  and  the  date  the  stand¬ 
ard  will  become  effective. 

(h)  Petition  to  amend  or  repeal  stand¬ 
ards.  The  Commissioner  may  propose  to 
amend  or  repeal  any  standard  estab¬ 
lished  pursuant  to  this  procedure  or  any 
interested  person  may  petition  the  Com¬ 
missioner  for  such  action.  A  petition 
shall  set  forth  the  action  requested  and 
a  detailed  statement  in  support  of  the 
action.  After  review  of  the  petition,  the 
Commissioner  may  deny  the  petition  if 
he  finds  a  lack  of  reasonable  support  or 
he  may  publish  a  proposed  amendment 
of  or  pr(H>06ed  repeal  of  the  established 
standard  in  Uie  Federal  Register  if  ade¬ 
quate  support  has  been  presented.  The 
petition  shall  be  in  the  form  specified  in 
§  2.65  of  this  chapter  with  the  number  of 
copies  and  other  information  as  speci¬ 
fied  therein.  A  new  drug  application  sub¬ 
mitted  for  an  in  vitro  diagnostic  product 
which  does  not  comply  with  an  appli¬ 
cable  effective  product  class  standard  will 
be  ccmsidered  as  a  petition  to  amend  the 
standard.  Petitions  for  repeal  oc  amend¬ 
ment  for  which  reasonable  support  has 
been  furnished  will  be  handled  pursuant 
to  the  procedures  established  In  para¬ 
graphs  (e)  through  (g)  of  this  section. 

§  809.34  Court  appeal. 

The  product  class  standard  promul¬ 
gated  in  the  final  order  represents  final 
agency  action  from  which  appeal  lies 
to  the  courts.  The  Pood  and  Drug  Ad¬ 
ministration  will  request  consolidation  of 
all  appeals  in  a  single  court.  Upon  court 
appe^,  the  Commissioner,  at  his  discre¬ 
tion,  may  stay  the  effective  date  for  part 
or  all  of  the  standard  pending  appeal 
and  final  court  adjudicaticm,  and  may  es¬ 
tablish  a  new  effective  date  after  final 
court  adjudication. 

§  809.35  Regulatory  action. 

Any  in  vitro  diagnostic  product  is  sub¬ 
ject  to  regulatory  action  if  it  falls  to 
conform  to  an  applicable  product  class 
standard  or  the  general  labeling  require¬ 
ments  of  S  809.10.  If  the  i^oduct  is  a  de¬ 


vice.  it  is  adulterated  in  violation  of  sec¬ 
tion  501  and  it  is  misbranded  in  violation 
of  section  502  of  the  act.  If  the  product  is 
a  drug,  it  is  in  violation  of  section  505 
as  well  as  sections  501  and  502  of  the  act. 
If  the  product  is  a  biologic,  it  is  in  vio¬ 
lation  of  sections  501, 502,  and  505  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
and  section  351  of  the  Public  Health 
Service  Act.  Deviations  from  an  estab¬ 
lished  standard  may  be  justified  only  by 
an  amendment  to  the  standard.  Compli¬ 
ance  with  this  part  shall  be  deemed  to 
constitute  compliance  with  the  labeling 
and  new  drug  requirements  of  the  act 
and  with  the  labeling  and  licensing  re¬ 
quirements  of  section  351  of  the  Public 
Health  Service  Act,  unless  the  Commis¬ 
sioner  otherwise  informs  the  manufac¬ 
turer  or  distributor  of  an  in  vitro  diag¬ 
nostic  product  of  additional  requirements 
imposed  pursuant  to  either  statute  in 
order  to  protect  the  public  health. 

Note;  Material  Incorporated  by  reference 
approved  by  the  Director,  Office  of  the  Fed¬ 
eral  Register,  February  5,  1976,  and  on  file 
In  the  Federal  Register  library. 
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RECODtFICATION  EDITORIAL  AND  CROSS- 
REFERENCE  AMENDMENTS 

The  Food  and  Drug  Administration  is 
in  the  process  of  recodifying  all  of 
Chapter  I  of  Title  21  of  the  Code  of  Fed¬ 
eral  Regulations,  for  the  purposes  of  pro¬ 
viding  orderly  development  of  such 
regulations,  furnishing  ample  room  for 
expansion  in  the  years  ahead,  and  pro¬ 
viding  the  public  and  affected  industries 
with  regulations  that  are  easy  to  find, 
read  and  understand. 

The  eleventh  in  a  series  of  recodifica¬ 
tion  documents,  which  reorganizes  and 
recodifies  regulations  on  medical  devices 
having  general  sqiplicability,  is  published 
elsewhere  in  this  issue  of  the  Federal 
Register.  These  regulations,  now  ap¬ 
pearing  in  Subch^ter  H — Medical  De¬ 
vices,  consist  of  sections  transferred  in 
their  entirety  from  Subchs^ters  A,  C, 
and  D,  as  well  as  portions  of  sections 
from  Part  201  applicable  to  devices. 

To  provide  uniformity  and  continuity 
during  the  recodification,  the  Commis¬ 
sioner  concludes  that  the  portions  ap¬ 
plicable  to  drugs  of  certain  sections  of 
Part  201  (ronainlng  after  extraction  of 
device  regulatory  material)  should  be 
republished  herein  in  their  existing  loca¬ 
tions  and  the  sections  containing  refer¬ 
ences  to  the  recodified  material  should 
be  amended  at  this  time. 

For  the  convenience  of  the  user  the 
following  list  shows  the  CFR  sections 
formerly  containing  drug  and  device 
regulatory  language  which  have  beoi 
modified  in  their  present  locations  to 
apply  to  drugs  only : 

201.1  201.119(a)  =former 

201.5  S28A(a) 

201.6  201.119(b)  =former 

201.15  201.119 

201.16  201.122 

201.60  201.125 

201.61  201.127 

201.62  201.128 

201.110  201.129 

201.118  201450 


Due  to  the  comi^exity  and  vohune  of 
cross-references  involved  in  the  recod- 
iflcation  of  these  regulations,  if  neces¬ 
sary,  supplonental  documents  will  be  is¬ 
sued  at  a  later  date. 

Therefore,  Chapter  I  of  Title  21  of  the  * 
Code  of  Federal  Regulations  is  amended 
as  f(^ow8: 

PART  1— REGULATIONS  FOR  THE  EN¬ 
FORCEMENT  OF  THE  FEDERAL  FOOD, 
DRUG,  AND  COSMETIC  ACT  AND  THE 
FAIR  PACKAGING  AND  LABELING  ACT 

§  1.1  [Amended] 

1.  Section  1.1(c)  is  amended  by  chang¬ 
ing  the  references  to  “S§  1.7,  201.60,  and 
701.10”,  “58  1.8b(f),  201.82(e),  and  701- 
13(f)  ”,  “88  1.8b(i) ,  201.62(h) ,  and  701.13 

(i)”,  ”§§  1.8b  (j)  and  (m),  201.62  (i)  and 
(k),  and  701.13  (j)  and  (m)”,  “88  201.62 
(m)  and  701.13(o)”,  “88  201.62(n)  and 
701.13(p)”and“§8  1.8b(o), 201.62(o)  and 
701.13(q)”  to  read  “88  1.7,  201.60,  701.10, 
and  801.60”,  “88  1.8b(f),  201.62(e), 

701.13(f),  and  801.62(e)”,  "881.8b(i), 
201.62(h),  701.13(i),  and  801.62(h)”, 
“88  1.8b  (j)  and  (m),  201.62  (i)  and  (k). 
701.13  (j)  and  (m),  and  801.62  (i)  and 
(k)”,  “88  201.62(m),  701.13(0)  and  801.- 
62(m)”,  “88  201.62(n),  701.13(p)  and 
801.62(n)"  and  “88 1.8b(o),  201.62(o), 
701.13 (q)  and  801.62(0)”,  respectively. 


PART  4^-PUBUC  INFORMATION 
§  4.100  [Amended] 

2.  Section  4.100(c)  N8)  is  amended  by 
changing  the  reference  to  “8  328.4”  to 
read  “8  809.4”. 


PART  201~LABEUNG 

3.  Sections  201.1,  201.5,  201.6,  201.15, 
201.16,  201.60,  201.61,  201.62,  201.110, 
201.116,  201.119,  201.122,  201.125,  201.127. 
201.128,  201.129,  and  201.150  are  revised 
as  f(dlows: 

§  201.1  Drugs  name  and  place  of  busi¬ 
ness  of  manufacturer,  pucker  or  dis¬ 
tributor. 

(a)  The  label  of  a  drug  in  package 
form  shall  specify  conspicuous  the 
name  and  place  of  business  of  the  manu¬ 
facturer,  packer,  or  distributor. 

(b)  The  requirement  for  declaration  of 
the  name  of  the  manufacturer,  packer, 
or  distributor  shall  be  deemed  to  be  satis¬ 
fied,  in  the  case  of  a  corporation,  mily  by 
the  actual  corporate  name  which  may  be 
preceded  or  followed  by  the  name  of  the 
particular  division  of  the  corporation. 
Abbreviations  for  “Company,”  “Incor¬ 
porated.”  etc.,  may  be  used  and  “The” 
may  be  omitted.  In  the  case  of  an  in¬ 
dividual,  partnership,  or  association,  the 
name  u:^er  which  the  business  is  ccm- 
ducted  shall  be  used. 

(c)  Where  a  drug  is  not  manufactured 
by  the  person  whose  name  appears  on  the 
labeL  the  name  shall  be  qualified  by  a 
imrase  that  reveals  the  connectUm  such 
person  has  with  such  drug;  such  as, 

“Manufactured  for  _ ",  “Dis- 

trilmted  by _ ”,  <xc  any  other 

wording  that  expresaes  the  facts. 

(d)  The  statement  of  the  place  of  busi¬ 
ness  Shan  include  the  street  address. 
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city.  State,  and  ZIP  Code;  however,  the 
street  address  may  be  omitted  if  It  is 
shown  in  a  current  city  directory  or  tele¬ 
phone  directory.  The  requirement  for  in¬ 
clusion  of  the  ZIP  Code  shall  apply  only 
to  consumer  commodity  labels  developed 
or  revised  after  the  effective  date  of  this 
section.  In  the  case  of  nonconsumer 
packages,  the  ZIP  Code  shall  appear 
either  on  the  label  ot  the  labeling  (in¬ 
cluding  the  invoice) . 

(e)  If  a  person  manufactures,  packs, 
or  distributes  a  drug  at  a  place  other 
than  his  principal  place  of  business,  the 
label  may  state  the  principal  place  of 
business  in  lieu  of  the  actual  place 
where  such  drug  was  manufactured  or 
packed  or  is  to  be  distributed,  unless  such 
statement  would  be  misleading. 

§  201.5  Drugs;  adequate  directions  for 

use. 

“Adequate  directions  for  use”  means 
directions  under  which  the  layman 
can  use  a  drug  safely  and  for  the 
purposes  for  which  it  is  intended. 
(Section  201.128  defines  “intended  use.") 
Directions  for  use  may  be  inadequate 
because,  among  other  reasons,  of  omis¬ 
sion,  in  whole  or  in  part,  or  incorrect 
specification  of: 

(a)  Statements  of  all  conditions,  pur¬ 
poses,  or  uses  for  which  such  drug  is 
intended,  including  conditions,  purposes, 
or  uses  for  which  it  is  prescribed,  recom¬ 
mended,  or  suggested  in  its  oral,  writ¬ 
ten,  printed,  or  gmphic  advertising,  and 
conditions,  purptees,  or  uses  for  which 
the  drug  is  commonly  v^sed;  except 
that  such  statements  shall  not  refer 
to  conditions,  uses,  or  purposes  for 
which  the  drug  can  be  safely  used  only 
imder  the  supervision  of  a  practitioner 
hcensed  by  law  and  for  which  it  is  ad¬ 
vertised  solely  to  such  practitioner. 

(b)  Quantity  of  dose,  including  usual 
quantities  for  each  of  the  uses  for  which 
it  is  intended  and  usual  quantities  for 
persons  of  different  ages  and  different 
physical  conditions. 

(c)  Frequency  of  administration  or 
apphcation. 

(d)  Duration  of  administration  or  ap¬ 
plication. 

(e)  Time  of  administration  or  {q>pll- 
cation  (in  relation  to  time  of  meals,  time 
of  onset  of  symptom^,  or  other  time  fac¬ 
tors). 

(f)  Route  or  method  of  administra¬ 
tion  or  at^lication. 

(g)  Preparation  for  use,  l.e.,  shaking, 
dilution,  adjustment  of  temperature,  or, 
other  manipiilatlon  or  process. 

§  201.6  Drugs;  misleading  statements. 

(a)  Among  representations  in  the  la¬ 
beling  of  a  drug  which  render  such  drug 
misbranded  is  a  false,  or  misleading 
representation  with  respect  to  another 
drug  or  a  device  or  a  food  or  cosmetic. 

(b)  The  labeling  of  a  drug  which  con¬ 
tains  two  or  more  ingredients  may  be 
misleading  by  reason,  among  other  rea¬ 
sons,  of  the  designation  of  such  drug  hx 
such  labeling  by  a  name  which  includes 
or  suggests  the  name  of  one  or  more  but 
not  aU  such  ingredients,  even  though 
the  names  of  all  such  Ingredients  are 
stated  elsewhere  in  the  labeling. 


§  201.15  Drugs;  prominence  of  required 
label  statemmits. 

(a)  A  word,  statement,  or  other  in¬ 
formation  required  by  or  under  authority 
of  the  act  to  appear  on  the  label  may  lack 
that  prominence  and  conspicuousness 
required  by  section  502(c)  of  the  act  by 
reason,  among  other  reasons,  of : 

(1)  The  failure  of  such  word,  state¬ 
ment,  or  information  to  appear  on  the 
part  or  panel  of  the  label  which  is  pre¬ 
sented  or  displayed  imder  customary 
conditions  of  purchase; 

(2)  The  failure  of  such  word,  state¬ 
ment,  or  information  to  appear  on  two 
or  more  parts  or  panels  of  the  label,  each 
of  which  has  sufficient  space  therefor, 
and  each  of  which  is  so  designed  as  -to 
render  it  likely  to  be,  under  customary 
conditions  of  purchase,  the  part  or  panel 
displayed; 

(3)  The  failure  of  the  label  to  extend 
over  the  area  of  the  container  or  package 
available  for  such  extension,  so  as  to 
provide  sufficient  label  space  for  the 
prominent  placing  of  such  word,  state¬ 
ment,  or  information; 

(4)  Insufficiency  of  label  space  for 
the  prominent  placing  of  such  word, 
statement,  or  information,  resulting 
from  the  use  of  label  space  for  any  word, 
statement,  design,  or  device  which  is  not 
required  by  or  imder  authority  of  the  act 
to  appear  on  the  label; 

(5)  Insufficiency  of  label  space  for 
the  prominent  placing  of  such  word, 
statement,  or  information,  resulting 
from  the  use  of  label  space  to  give  ma¬ 
terially  greater  conspicuousness  to  any 
other  word,  statement,  or  information, 
or  to  any  design  or  device;  or 

(6)  Smallness  or  style  of  type  in 
which  such  word,  statement,  or  informa¬ 
tion  appears,  insufficient  background 
contrast,  obscuring  designs  or  vignettes, 
or  crowding  with  other  written,  printed, 
or  graphic  matter. 

(b)  No  exemption  depending  on  in¬ 
sufficiency  of  label  space,  as  prescribed 
in  regulations  promulgated  under  sec¬ 
tion  502  (b)  or  (e)  of  the  act,  shall  apply 
if  such  insufficiency  is  caused  by: 

(1)  The  use  of  label  space  for  any 
word,  statement,  design,  or  device  which 
is  not  required  by  or  under  authority  of 
the  act  to  appear  on  the  label; 

(2)  The  use  of  label  space  to  give 
greater  conspicuousness  to  any  word, 
statement,  or  other  information  than  is 
required  by  section  502(c)  of  the  act;  or 

(3)  The  use  of  label  space  for  any 
representation  in  a  foreign  language. 

(c)(1)  All  words,  statements,  and 
other  information  required  by  or  under 
authority  of  the  act  to  appear  on  the 
label  or  labeling  shall  appear  thereon  in 
the  English  language:  Provided,  how¬ 
ever.  That  in  the  case  of  articles  distrib¬ 
uted  solely  in  the  Commonwealth  of 
Puerto  Rico  or  in  a  Territory  where  the 
predominant  language  is  one  other  than 
English,  the  predominant  language  may 
be  substituted  for  English. 

(2)  If  the  label  contains  any  repre¬ 
sentation  in  a  foreign  language,  all 
words,  stat^ents,  and  other  informa¬ 
tion  required  by  or  imder  authority  of 
the  act  to  appear  on  the  label  shall 


appear  thereon  in  the  foreign  language. 

(3)  If  the  labeling  contains  any  repre¬ 
sentation  in  a  foreign  language,  all 
words,  statements,  and  other  informa¬ 
tion  required  by  or  under  authority  of 
the  act  to  appear  on  the  label  or  labeling 
shall  appear  on  the  labeling  in  the  for¬ 
eign  language. 

§  201.16  Drugs;  Spanisli>language  ver¬ 
sion  of  certain  required  statements. 

An  increasing  number  of  medications 
restricted  to  prescription  use  only  are 
being  labeled  solely  in  Spanish  for  dis¬ 
tribution  in  the  Commonwealth  of  Puerto 
Rico  where  Spanish  is  the  predominant 
language.  Such  labeling  is  authorized 
imder  §  201.15(c).  Two  required  warn¬ 
ings,  the  wording  of  which  is  fixed  by 
law  in  the  English  language,  are  pres¬ 
ently  being  translated  in  various  ways, 
from  literal  translation  to  loose  inter¬ 
pretation.  The  statutory  nature  of 
these  two  statements  requires  that  the 
translation  must  convey  the  meaning 
properly,  in  order  to  avoid  confusion  and 
dilution  of  the  purposes  of  the  warnings. 
The  Commissioner  of  Food  and  Drugs 
hereby  adopts  the  following  Spanish- 
language  versions  as  the  accepted  equiv¬ 
alents  of  the  English  wording  of  the 
following: 

(a)  Section  503(b)  (4)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  requires 
the  statement  “Caution:  Federal  law 
prohibits  dispensing  without  prescrip¬ 
tion,”  The  Spanish  version  of  this  shall 
be:  “Precaucion:  La  ley  Federal  prohibe 
su  despacho  sin  prescripcion  facultativa.” 

(b)  Section  502(d)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  requires 
the  statement  “Warning — ^May  be  habit 
forming”  on  habit-forming  drugs.  The 
Spanish  version  of  this  shall  be:  “Aviso— 
Puede  formar  habito  o  vicio.” 

§  201.60  Principal  display  panel. 

The  term  “principal  display  panel,” 
as  it  applies  to  over-the-counter  drugs 
in  package  form  and  as  used  in  this 
part,  means  the  part  of  a  label  that 
is  most  likely  to  be  displayed,  presented, 
shown,  or  examined  under  customary 
conditions  of  display  for  retail  sale.  The 
principal  display  panel  shall  be  large 
enough  to  accommodate  all  the  manda¬ 
tory  label  information  required  to  be 
placed  thereon  by  this  part  with  clarity 
and  conspicuousness  and  without  obscur¬ 
ing  designs,  vignettes,  or  crowding. 
Where  packages  bear  alternate  principal 
display  panels,  information  required  to 
be  placed  on  the  principal  display  panel 
shall  be  duplicated  on  each  principal  dis¬ 
play  panel.  For  the  purpose  of  obtaining 
uniform  type  size  in  declaring  the  quan¬ 
tity  of  contents  for  all  packages  of  sub¬ 
stantially  the  same  size,  the  term  “area 
of  the  principal  display  panel”  means 
the  area  of  the  side  or  surface  that  bears 
the  principal  display  panel,  which  area 
shall  be: 

(a)  In  the  case  of  a  rectangular  pack¬ 
age  where  one  entire  side  properly  can 
be  considered  to  be  the  principal  display 
panel  side,  the  product  of  the  height 
times  the  width  of  that  side; 

(b)  In  the  case  of  a  cylindrical  or 
nearly  cylindrical  container,  40  percent 
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of  the  product  of  the  height  of  the  con¬ 
tainer  times  the  circumference;  and 
(c)  In  the  case  of  any  other  shape  of 
container,  40  percent  of  the  total  surface 
of  the  container:  Provided^  however. 
That  where  such  container  presents  an 
obvious  “principal  display  panel”  such  as 
the  top  of  a  triangular  or  circular  pack¬ 
age,  the  area  shall  (insist  of  the  entire 
top  surface. 

In  determining  the  area  of  the  principal 
display  panel,  exclude  tops,  bottoms, 
flanges  at  the  tops  and  bottoms  of  cans, 
and  shoulders  and  necks  of  bottles  or 
jars.  In  the  case  of  cylindrical  or  nearly 
cylindrical  containers,  information  re¬ 
quired  by  this  part  to  appear  on  the  prin¬ 
cipal  display  panel  shall  appear  within 
that  40  percent  of  the  circumference 
which  is  most  likely  to  be  displayed, 
presented,  shown,  or  examined  under 
customary  conditions  of  display  for  re¬ 
tail  sale. 

§  201.61  Statement  of  identity. 

(a)  The  principal  display  panel  of  an 
over-the-counter  drug  in  package  form 
shall  bear  as  one  of  its  principal  features 
a  statement  of  the  identity  of  the  com¬ 
modity. 

(b)  Such  statement  of  identity  shall 
be  in  terms  of  the  established  name  of 
the  drug,  if  any  there  be,  followed  by  an 
accurate  statement  of  the  general  phar¬ 
macological  category  (ies)  of  the  drug  or 
the  principal  intended  action (s)  of  the 
drug.  In  the  case  of  an  over-the-co\mter 
drug  that  is  a  mixture  and  that  has  no 
established  name,  this  requirement  shall 
be  deemed  to  be  satisfied  by  a  prominent 
and  conspicuous  statement  of  the  gen¬ 
eral  pharmacological  action(s)  of  the 
mixture  or  of  its  principal  intended  ac- 
tion(s)  in  terms  that  are  meaningful  to 
the  layman.  Such  statements  shall  be 
placed  in  direct  conjunction  with  the 
most  prominent  display  of  the  proprie¬ 
tary  name  or  designation  and  shall  em¬ 
ploy  terms  descriptive  of  general  phar¬ 
macological  category  (ies)  or  principal 
Intended  action(s) ;  for  example,  “ant¬ 
acid,”  “analgesic,”  “decongestant,” 
"antihlstaminic,”  etc.  The  indications 
for  use  shall  be  included  in  the  directions 
for  use  of  the  drug,  as  required  by  sec¬ 
tion  502(f)(1)  of  the  act  and  by  the 
regulations  in  this  part. 

(c)  The  statement  of  identity  shall  be 
presented  in  bold  face  type  on  the  prin¬ 
cipal  display  panel,  shall  be  in  a  size 
reasonably  related  to  the  most  prominent 
printed  matter  on  such  panel,  and  shall 
be  in  lines  generally  parallel  to  the  base 
on  which  the  package  rests  as  it  is  de¬ 
signed  to  be  displayed. 

§  201.62  Declaration  of  net  quantity  of 
contents. 

(a)  The  label  of  an  over-the-counter 
drug  in  package  form  shall  bear  a  decla¬ 
ration  of  the  net  quantity  of  contents. 
This  shall  be  expressed  in  the  terms  of 
weight,  measure,  nvunerical  count,  or  a 
combination  or  numerical  count  and 
weight,  measure,  or  size.  The  statement 
of  quantity  of  drugs  in  tablet,  capsule, 
ampule,  or  other  unit  form  and  the 
quantity  of  devices  shall  be  expressed 


in  terms  of  numerical  coimt;  the  state¬ 
ment  of  quantity  for  drugs  in  other 
dosage  forms  shall  be  in  terms  of  weight 
if  the  drug  is  solid,  semisolid,  or  viscous, 
or  in  terms  of  fluid  measure  if  the  drug 
is  liquid.  The  drug  quantity  statement 
shall  be  augmented  when  necessary  to 
give  accurate  information  as  to  the 
strength  of  such  drug  in  the  package;  for 
example,  to  differentiate  between  several 
stren^hs  of  the  same  drug  “100  tablets, 

5  grains  each”  or  “100  capsules,  125  mil¬ 
ligrams  each”  or  “100  capsules,  250  mil¬ 
ligrams  each”:  Provided. That: 

(1)  In  the  case  of  a  flrmly  established, 
general  consumer  usage  and  trade  cus¬ 
tom  of  declaring  the  quantity  of  a  drug 
in  terms  of  linear  measure  or  measure 
of  area,  such  respective  term  may  be 
used.  Such  term  shall  be  augmented 
when  necessary  for  accuracy  of  infor¬ 
mation  by  a  statement  of  the  weight, 
measure,  or  size  of  the  individual  imits 
or  of  the  entire  drug;  for  example,  the 
net  quantity  of  adhesive  tape  in  package 
form  shall  be  expressed  in  terms  of 
linear  measure  augmented  by  a  state¬ 
ment  of  its  width. 

(2)  Whenever  the  Commissioner  de¬ 
termines  for  a  specific  packaged  drug 
that  an  existing  practice  of  declaring 
net  quantity  of  contents  by  weight, 
measure,  numerical  count,  or  a  combi¬ 
nation  of  these  does  not  facilitate  value 
comparisons  by  consumers,  he  shall  by 
regulation  designate  the  appropriate 
term  or  terms  to  be  used  for  such  article. 

(b)  Statements  of  weight  of  the  con¬ 
tents  shall  be  expressed  in  terms  of 
avoirdupois  pound  and  ounce.  A  state¬ 
ment  of  liqifld  measure  of  the  contents 
shall  be  expressed  in  terms  of  the  U.S. 
gallon  of  231  cubic  inches  and  quart, 
pint,  and  fluid-ounce  subdivisions  there¬ 
of,  and  shaU  express  the  volume  at  68°  F 
(20*  C).  See  also  paragraph  (p)  of  this 
section. 

(c)  The  declaration  may  contain  com¬ 
mon  or  decimal  fractions.  A  common 
fraction  shall  be  in  terms  of  halves, 
quarters,  eighths,  sixteenths,  or  thirty- 
seconds;  except  that  if  there  exists  a 
flrmly  established,  general  consumer 
usage  and  trade  custom  of  employing 
different  common  fractions  in  the  net 
quantity  declaration  of  a  particular  com¬ 
modity,  they  may  be  employed.  A  com¬ 
mon  fraction  shall  be  reduced  to  its 
lowest  terms;  a  decimal  fraction  shall 
not  be  carried  out  to  more  than  two 
places.  A  statement  that  includes  small 
fractions  of  an  ounce  shall  be  deemed  to 
permit  smaller  variations  than  one 
which  does  not  include  such  fractions. 

(d)  The  declaration  shall  be  located 
on  the  principal  display  panel  of  the 
label,  and  with  respect  to  packages  bear¬ 
ing  alternate  principal  panels  it  shall  be 
duplicated  on  each  principal  display 
panel. 

(e)  The  declaration  shall  appear  as  a 
distinct  item  on  the  princii^  display 
panel,  shall  be  separa^,  by  at  least  a 
space  equal  to  the  height  of  the  lettering 
used  in  the  declaration,  from  other 
printed  label  information  appearing 
above  or  below  the  declaration  and,  by 
at  least  a  space  equal  to  twice  the  width 
of  the  letter  “N”  of  the  style  of  type 


used  in  the  quantity  of  ccmtents  state¬ 
ment,  from  other  printed  label  informa¬ 
tion  appearing  to  the  left  or  right  of  the 
declaration.  It  shall  not  include  any 
term  qualifying  a  unit  of  weight,  meas¬ 
ure,  or  count,  such  as  “giant  pint”  and 
“full  quart”,  that  tends  to  exaggerate 
the  amoimt  of  the  drug  in  the  con¬ 
tainer.  It  shall  be  placed  on  the  principal 
display  panel  within  the  bottom  30  per¬ 
cent  of  the  area  of  the  label  panel  in 
lines  generally  parallel  to  the  base  on 
which  the  package  rests  as  it  is  de¬ 
signed  to  be  displayed:  Provided,  That: 

(1)  On  packages  having  a  principal 
display  panel  of  5  square  inches  or  less 
the  requirement  for  placement  within 
the  bottom  30  percent  of  the  area  of  the 
label  panel  shall  not  apply  when  the  dec¬ 
laration  of  net  quantity  of  contents 
meets  the  other  requirements  of  this 
part;  and 

(2)  In  the  case  of  a  drug  that  Is 
marketed  with  both  outer  and  inner  re¬ 
tail  containers  bearing  the  mandatory 
label  information  required  by  this  part 
and  the  inner  container  is  not  intended 
to  be  sold  separately,  the  net  quantity  of 
contents  placement  requirement  of  this 
section  applicable  to  such  inner  container 
is  waived. 

(3)  The  principal  display  panel  of  a 
drug  marketed  on  a  display  card  to  which 
the  immediate  container  is  affixed  may 
be  considered  to  be  the  display  panel  of 
the  card,  and  the  type  size  of  the  net 
quantity  of  contents  statement  is  gov¬ 
erned  by  the  dimensions  of  the  display 
card. 

(f)  The  declaration  shall  accurately 
reveal  the  quantity  of  drug  or  device  in 
the  package  exclusive  of  wrappers  and 
other  material  packed  there\dth:  Pro¬ 
vided.  That  in  the  case  of  drugs  packed 
in  containers  designed  to  deliver  the  drug 
under  pressure,  the  declaration  shall 
state  the  net  quantity  of  the  contents 
that  will  be  expelled  when  the  instruc¬ 
tions  for  use  as  shown  on  the  container 
are  followed.  The  propellant  is  included 
in  the  net  quantity  declaration. 

(g)  The  declaration  shall  appear  in 
conspicuous  and  easily  legible  Iraldface 
print  or  tirpe  in  distinct  contrast  (by 
typography,  layout,  color,  embossing,  cr 
molding)  to  other  matter  on  the  pack¬ 
age;  except  that  a  declaration  of  net 
quantity  blown,  embossed,  or  molded  on 
a  glass  or  plastic  surface  is  permissible 
when  all  label  information  is  so  formed 
on  the  surface.  Requirements  of  con¬ 
spicuousness  and  legibility  shall  include 
the  speciflcations  that: 

(1)  The  ratio  of  height  to  width  of 
the  letter  shaU  not  exceed  a  differential 
of  3  units  to  1  unit,  i.e.,  no  more  than  3 
times  as  high  as  it  is  wide. 

(2)  Letter  heights  pertain  to  upper 
case  or  capital  letters.  When  upper  and 
lower  case  or  all  lower  case  letters  are 
used,  it  is  the  lower  case  letter  “o”  or  its 
equivalent  that  shall  meet  the  minimum 
standards. 

(3)  When  fractions  are  used,  each 
component  numeral  shall  meet  one-half 
the  minimum  height  standards. 

(h)  The  declaration  shall  be  in  letters 
and  numerals  in  a  type  size  established 
in  relationship  to  the  area  of  the  prin- 
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cipal  display  panel  of  the  package  and 
shall  be  uniform  for  all  packages  of  sub¬ 
stantially  the  same  size  by  cmnplylng 
with  the  following  type  specifications: 

(1)  Not  less  than  one-sixteenth  Inch 
in  height  on  packages  the  principal  dis¬ 
play  panel  of  which  has  an  area  of  5 
square  Inches  or  less. 

(2)  Not  less  than  (me-elghth  Inch  In 
height  on  packages  the  principal  display 
panel  of  which  has  an  area  of  more  than 
five  but  not  more  than  25  sq\iare  Inches. 

(3)  Not  less  than  three-sixteenths  Inch 
in  height  on  packages  the  principal  dis¬ 
play  panel  of  which  has  an  area  of  more 
than  25  but  not  more  than  100  square 
inches. 

(4)  Not  less  than  one-fourth  inch  in 
height  on  packages  the  principal  display 
panel  of  which  has  an  area  of  more  than 
100  square  inches,  except  not  less  than 
one-half  inch  in  height  if  the  area  is 
more  than  400  square  inches. 

Where  the  declaration  is  blown,  em¬ 
bossed,  or  molded  on  a  glass  or  plastic 
surface  rather  than  by  printing,  typing, 
or  coloring,  the  letterixig  sizes  specified 
in  paragraphs  (h)  (1)  through  (4)  of 
this  section  shall  be  increased  by  one- 
sixteenth  of  an  inch. 

(i)  On  packages  containing  less  than 
4  pounds  or  1  gaUon  and  labeled  in  terms 
of  weight  or  fiuid  measure: 

(1)  The  declaration  shall  be  expressed 
both  in  oimces,  with  identification  by 
weight  or  by  liquid  measure  and,  if  appli- 
'  cable  (1  pound  or  1  pint  or  more) 
followed  in  parentheses  by  a  declarati(m 
in  pounds  for  weight  units,  with  any  re- 
maind^  in  terms  of  ounces  (h:  common 
or  decimal  fractions  of  the  poxmd  (see 
examides  set  forth  in  paragraph  (k) 
(1)  and  (2)  of  this  section),  or  in  the 
case  of  liquid  measure,  in  the  largest 
whole  units  (quarts,  quarts  and  pints,  or 
pints,  as  appropriate)  with  any  re¬ 
mailer  in  terms  of  fiuid  ounces  or 
c(xnmon  or  decimal  fracticms  of  the  pint 
or  quart  (see  examples  set  forth  in  para¬ 
graph  (k)  (3)  and  (4)  of  this  section) . 
If  the  net  weight  of  the  package  is  less 
than  1  ounce  avoirdupois  or  the  net  fiuid 
measure  is  less  than  1  fiuid  ounce,  the 
declaration  shall  be  in  terms  of  common 
or  decimal  fractions  of  the  respective 
ounce  and  not  in  terms  of  drams. 

(2)  Ihe  declaiwtion  may  appear  in 
more  than  one  line.  The  term  “net 
weight”  shall  be  used  when  stating  the 
net  quantity  of  contents  in  terms  of 
weight.  Use  of  the  terms  “net”  or  “net 
contents”  in  terms  of  fiuid  measure  or 
numerical  coimt  is  optional.  It  is  suffi¬ 
cient  to  distinguish  avoirdupois  ounce 
frmn  fiuid  ounce  through  association  of 
terms;  for  example.  “Net  wt.  6  oz”  or  “6 
oz  net  wt..”  and  “6  fl  oe”  or  “net  con¬ 
tents  6  fl  oz”. 

(j)  On  packages  containing  4  pounds 
or  1  gallon  or  more  and  labeled  in  terms 
of  weight  or  fluid  measure,  the  declara¬ 
tion  shall  be  expressed  in  pounds  for 
weight  imlts  with  any  remainder  in 
terms  of  ounces  or  common  or  decimal 
fractions  of  the  pound;  in  the  case  of 
fluid  measure,  it  shall  be  expressed  in 
the  largest  whole  unit  (gallons,  followed 
by  common  or  decimal  fractions  of  a 


gallon  or  by  the  next  smaller  whole  unit 
or  units  (quarts  or  quarts  and  pints)) 
with  any  remainder  in  toms  of  flidd 
ounces  or  common  or  decimal  fractions 
of  the  pint  or  quart;  see  paragraph  (k) 

(5)  of  this  section. 

(k)  Examples: 

(DA  declaration  of  1  y^,  pounds  weight 
shall  be  expressed  as  “Net  wt.  24  oz 
(1  lb  8  oz),”  or  “Net  wt.  24  oz  (IVa  lb)" 
or  “Net  wt.  24  oz  (1.5  lb)  ”. 

(2)  A  declaration  of  three-fourths 
poimd  avoirdupois  weight  shall  be  ex¬ 
pressed  as  “Net  wt.  12  oz”. 

(3)  A  declaration  of  1  quart  liquid 
measure  shall  be  expressed  as  “Net  con¬ 
tents  32  fl  oz  (1  qt)”  or  “32  fl  oz  (1 
qt)  ”. 

(4)  A  declaration  of  1%  quarts  liquid 
measure  shall  be  expressed  as  “Net  con¬ 
tents  56  fl  oz  (1  qt  1  pt  8  oz)”  or  “Net 
contents  56  fl  oz  (1  qt  1.5  pt) ,”  but  not  in 
terms  of  quart  and  ounce  such  as  “Net 
56floz  (1  qt24oz) .” 

(5)  A  declaration  of  IVt.  gallons  liquid 
measure  shall  be  expressed  as  “Net  con¬ 
tents  2  gal  2  qt,”  “Net  contents  2.5  gal¬ 
lons,”  or  “Net  contents  2*/^  gal”  but  not 
as  “2  gal  4  pt”. 

(l)  For  quantities,  the  following  ab¬ 
breviations  and  none  other  may  be 
employed.  Periods  and  plural  forms  are 
optional: 

Gallon  gal  milliliter  ml 

quart  qt  cubic  centimeter  cc 

pint  pt  yard  yd 

ounce  oz  feet  or  foot  ft 

pound  lb  inch  in 

grain  gr  meter  m 

kilogram  Irg  centimeter  cm 

gram  g  millimeter  mm 

milligram  mg  fl\iid  fit 

microgram  meg  square  sq 

liter  1  weight  wt 

(m)  On  packages  labeled  in  terms  of 
linear  measure,  the  declaration  shall  be 
expressed  both  in  terms  of  inches  and,  if 
£U)plicable  (1  foot  or  more) ,  the  largest 
whole  units  (3^ds,  yards  and  feet,  feet) . 
The  declaration  in  terms  of  the  largest 
whole  units  shall  be  in  parentheses  fol¬ 
lowing  the  declaration  in  terms  of  Inches 
and  any  remainder  shall  be  in  terms  of 
inches  or  common  or  decimal  fractions  of 
the  foot  or  yard;  if  applicable,  as  in  the 
case  of  adhesive  tape,  the  initial  decla¬ 
ration  in  linear  inches  shall  be  preceded 
by  a  statement  of  the  width.  Examples 
of  linear  measure  are  “86  inches  (2  yd  1 
ft  2  in),”  “90  inches  (2^2  yd),”  “30 
inches  (2.5  ft),”  “%  inch  by  36  in  (1 
yd) ,”  etc. 

(n)  On  packages  labeled  in  terms  of 
area  measure,  the  declaration  shall  be  ex¬ 
pressed  both  in  terms  of  square  inches 
and,  if  applicatde  (1  square  foot  or  more) , 
the  largest  whole  square  unit  (square 
yards,  square  yards  and  square  feet, 
square  feet) .  The  declaration  in  terms  of 
the  largest  whole  miits  shall  be  in  paren¬ 
theses  following  the  declaration  in  terms 
of  square  inches  and  any  ronainder  shall 
be  in  terms  of  square  Inches  or  common 
or  decbnal  fractirms  of  the  square  foot 
or  square  yard;  for  example,  “158  sq 
inches  (1  sq  ft  14  sq  in) .” 

(o)  Nothing  In  this  section  shall  pro¬ 
hibit  supplemental  statements  at  loca¬ 
tions  other  than  the  principal  display 


panel(s)  describing  in  nondecepttve 
terms  the  net  quantity  of  contents,  pro¬ 
vided  that  such  supplemental  statements 
of  net  quantity  of  contents  shall  not  in¬ 
clude  any  term  qualifying  a  unit  of 
weight,  measure,  or  count  that  tends  to 
exaggerate  the  amovmt  of  the  drug  con¬ 
tained  in  the  package;  for  example, 
“giant  pint”  and^fuU  quart.”  Dual  or 
combination  declarations  of  net  quantity 
of  contents  as  provided  for  in  paragraphs 
(a)  and  (D  of  this  section  are  not  re¬ 
garded  as  supplemental  net  quantity 
stat^ents  and  shall  be  located  on  the 
principal  display  panel. 

(p)  A  separate  statement  of  net  quan¬ 
tity  of  contents  in  terms  of  the  metric 
system  of  weight  or  measure  is  not  re¬ 
garded  as  a  supplemental  statement  and 
an  accurate  statement  of  the  net  quan¬ 
tity  of  contents  in  terms  of  the  metric 
system  of  weight  or  measme  may  also 
appear  on  the  principal  display  panel  or 
on  other  panels. 

(q)  The  declaration  of  net  quantity 
of  contents  shall  express  an  accurate 
statement  of  the  quantity  of  contents  of 
the  package.  Beason^e  variations 
caused  by  loss  or  gain  of  moisture  during 
the  course  of  good  distribution  practice 
or  by  tmavoidable  deviations  in  good 
manufactiu*ing  practice  will  be  recog¬ 
nized.  Variations  from  stated  quantity 
of  contents  shall  not  be  unreasonably 
large. 

(r)  A  drug  shall  be  exempt  from  com- 
I>liance  with  the  net  quantity  declara¬ 
tion  required  by  this  section  if  it  is  an 
ointment  labeled  “sample,”  “physician’s 
sample,”  or  a  substantially  similar  state¬ 
ment  and  the  contents  of  the  package  do 
not  exceed  8  grams. 

§  201.110  Retail  exemption  for  veteri¬ 
nary  drugs. 

A  drug  subject  to  §  201.105  shall  be 
exempt  at  the  time  of  delivery  to  the 
ultimate  purchaser  or  user  from  sec¬ 
tion  502(f)(1)  of  the  act  if  it  is  de¬ 
livered  by  a  licensed  practitioner  in  the 
course  of  his  professional  practice  or 
upon  a  prescription  or  other  order  law¬ 
fully  issued  in  the  course  of  his  profes¬ 
sional  practice,  with  labeling  bearing  the 
name  and  address  of  such  licensed  prac¬ 
titioner  and  the  directions  for  use  and 
cautionary  statements,  if  any,  contained 
in  such  order. 

§201.116  Drugs  having  commonly 
known  directions. 

A  drug  shall  be  exempt  from  section 
502(f)  (1)  of  the  act  insofar  as  adequate 
directions  for  common  uses  thereof  are 
known  to  the  ordinary  individual. 

§  201.119  In  vitro  diagnostic  products. 

(a)  "In  vitro  diagnostic  products”  are 
those  reagents,  instruments  and  systems 
intended  for  use  in  the  diagnosis  of  dis¬ 
ease  or  in  the  determination  of  the  state 
of  health  in  order  to  cure,  mitigate,  treat, 
or  prevent  disease  or  its  sequelae.  Such 
products  are  intended  for  use  in  the  col¬ 
lection,  preparation  and  examination  of 
specimens  tak^  from  the  human  body. 
These  products  are  drugs  or  devices  as 
defined  in  section  201(g)  and  201(h) ,  re¬ 
spectively,  of  the  Federal  Food,  Ihnig,  and 
Cosmetic  Act  (the  act)  or  are  a  combina- 
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tion  of  drugs  and  devices,  and  may  also 
be  a  biological  product  subject  to  section 
351  of  the  Public  Health  Service  Act. 

(b)  A  product  intended  for  use  in  the 
diagnosis  of  disease  and  which  is  an  in 
vitro  diagnostic  product  as  defined  in 
paragraph  (a)  of  this  section  shall  be 
deemed  to  be  in  compliance  with  the 
requirements  of  this  section  and  section 
502(f)  (1)  of  the  act  if  it  meets  the  re¬ 
quirements  of  §  809.10  of  this  chapter. 

§  201.122  Drugs  for  processing,  repack¬ 
ing,  or  manufacturing. 

A  drug  in  a  bulk  package,  except 
tablets,  capsules,  or  other  dosage  imit 
forms,  intended  for  processing,  r«>ack- 
ing,  or  use  in  the  manufacture  of  an¬ 
other  dnig  shall  be  exempt  from  section 
502(f)  (1)  of  the  act  if  its  label  bears  the 
statement  “Caution:  For  manufacturing, 
processing,  or  repacking”;  and,  if  in  sub¬ 
stantially  all  dosage  forms  in  which  it 
may  be  dispensed  it  is  subject  to  section 
503(b)(1),  the  statement  “Caution: 
Federal  law  prohibits  dispensing  without 
prescription”.  This  exemption  and  the 
exemption  under  §  201.120  may  be 
claimed  for  the  same  article.  But  the 
exemption  shall  not  apply  to  a  substance 
intended  for  a  use  in  manufacture, 
processing,  or  repacking  which  causes 
the  finished  article  to  be  a  new  drug, 
unless: 

(a)  An  approved  new-drug  application 
or  new  animal  drug  application  held  by 
the  person  preparing  the  dosage  form  or 
drug  for  dispensing  covers  the  production 
and  delivery  to  him  of  such  substance;  or 

(b)  If  no  appUcation  is  approved  with 
respect  to  such  new  drug  or  new  animal 
drug,  the  label  statement  “Caution:  For 
manufacturing,  processing,  or  repacking” 
is  immediately  supplemented  by  the 
words  “in  the  preparation  of  a  new  drug 
or  new  animal  drug  limited  by  Federal 
law  to  investigational  use”,  and  the  deliv¬ 
ery  is  made  for  use  only  in  the  manufac¬ 
ture  of  such  new  drug  or  new  animal  drug 
limited  to  investigational  use  as  provided 
in  §  312.1  or  §  511.1  of  this  chapter. 

§  201.125  Drugs  for  use  in  teaching,  law 
enforcement,  research,  and  analysis. 

A  drug  subject  to  §§  201.100,  or  201.105, 
shall  be  exempt  from  section  502(f)  (1)  of 
the  act  if  shipped  or  sold  to,  or  in  the  pos¬ 
session  of,  persons  regularly  and  lawfully 
engaged  in  instruction  in  pharmacy, 
chemistry,  or  medicine  not  involving 
clinical  use,  or  engaged  in  law  enforce¬ 
ment,  or  in  research  not  involving  clinical 
use,  or  in  chemical  analysis,  or  physical 
testing,  and  is  to  be  us^  only  for  such 
instruction,  law  enforcement,  research, 
analysis,  or  testing.  ' 

§  201.127  Drugs;  expiration  of  exemp¬ 
tions. 

(a)  If  a  shipment  or  delivery,  or  any 
part  thereof,  of  a  drug  which  is  exempt 
imder  Uie  regulations  in  this  section  is 
made  to  a  person  in  whose  possession  the 
article  is  not  ex«npt,  or  is  made  for  any 
purpose  other  than  those  specified,  such 
exemption  shall  expire,  with  respect  to 
such  shipment  or  delivery  or  psul  therectf , 
at  the  beginning  of  that  shipment  or  de¬ 


livery.  nie  causing  of  an  exemption  to 
expire  shall  be  considered  an  act  which 
results  in  such  drug  being  misbranded 
unless  it  is  disposed  of  imder  circum¬ 
stances  in  which  it  ceases  to  be  a  drug 
or  device. 

(b)  The  exemptions  conferred  by 
S§  201.117,  201.119,  201.120,  201.122,  and 
201.125  shall  continue  until  the  drugs 
are  used  for  the  purposes  for  which 
they  are  exempted,  or  until  they  are 
relabeled  to  comply  with  section  502 
(f)  (1)  of  the  act.  If,  however,  the  drug 
is  converted,  compounded,  or  manufac¬ 
tured  into  a  dosage  form  limited  to 
prescription  dispensing,  no  exemption 
shall  thereafter  apply  to  the  article  un¬ 
less  the  dosage  form  is  labeled  as  re¬ 
quired  by  section  503(b)  and  §§  201.100 
or  201.105, 

§  201.128  Meaning  of  “intended  u»ra”. 

The  words  “intended  uses”  or  words 
of  similar  import  in  §§  201.5,  201.115, 
201,117,  201.119,  201.120,  and  201.122 
refer  to  the  objective  intent  of  the  per¬ 
sons  legally  responsible  for  the  labeling 
of  drugs.  The  intent  is  determined  by 
such  persons’  expressions  or  may  be 
shown  by  the  circumstances  surround¬ 
ing  the  distribution  of  the  article.  This 
objective  intent  may,  for  example,  be 
shown  by  labeling  claims,  advertising 
matter,  or  oral  or  written  statements  by 
such  persons  or  tiieir  representatives.  It 
may  be  shown  by  the  circumstances  that 
the  article  is,  with  the  knowledge  of  such 
persons  or  their  representatives,  offered 
and  used  for  a  purpose  for  which  it  is 
neither  labeled  nor  advertised.  The  in¬ 
tended  uses  of  an  article  may  change 
after  it  has  been  introduced  into  inter¬ 
state  commerce  by  its  manufacturer.  If, 
for  example,  a  i>acker,  distributor,  or 
seller  intends  an  article  for  different  uses 
than  those  intended  by  the  person  from 
whom  he  received  the  drug,  such  packer, 
distributor,  or  seller  is  required  to  sup¬ 
ply  adequate  labeling  in  accordance  with 
the  new  intended  uses.  But  if  a  manufac¬ 
turer  knows,  or  has  knowledge  of  facts 
that  would  ^ve  him  notice,  that  a  drug 
introduced  into  interstate  commerce  by 
him  is  to  be  used  for  conditions,  purposes, 
or  uses  other  than  the  ones  for  which  he 
offers  it,  he  is  required  to  provide  ade¬ 
quate  labeling  for  such  a  drug  which  ac¬ 
cords  with  such  other  uses  to  which  the 
article  is  to  be  put. 

§  201.129  Drugs;  exemption  for  radio¬ 
active  drugs  for  research  use. 

A  radioactive  drug  intended  for  ad¬ 
ministration  to  human  research  subjects 
during  the  course  of  a  research  project 
intended  to  obtain  basic  research  infor¬ 
mation  regarding  metabolism  (including 
kinetics,  distribution,  and  localization) 
of  a  radioactively  labeled  drug  or  re¬ 
garding  human  physiology,  pathophys¬ 
iology,  OT  biochemistry  (but  not  in¬ 
tended  for  Immediate  therapeutic,  diag¬ 
nostic,  or  similar  purposes),  under  the 
conditions  set  forth  in  §  361.1  of  this 
chapter,  shall  be  exeiiu;>t  from  secticm 
502(f)(1)  of  the  act  if  the  packaging, 
label,  and  labeling  ai^  In  compliance 
with  !  361.1(f)  of  this  chapter. 


§  201.150  Drugs;  processing,  labeling, 

or  repacking. 

(a)  Ebccept  as  provided  by  paragraphs 
(b)  and  (c)  of  this  section,  a  shipment 
or  other  deUvery  of  a  drug  which  is,  in 
accordance  with  the  practice  of  the  trade, 
to  be  processed,  lab^ed,  or  re];>acked  in 
substantial  quantity  at  an  establishment 
other  than  that  where  originally  proc¬ 
essed  or  packed,  shall  be  exempt,  during 
the  time  of  introduction  into  and  move¬ 
ment  in  interstate  commerce  and  the 
time  of  holding  in  such  establishment, 
frcnn  compliance  with  the  labeling  and 
packaging  requirements  of  sections  501 
(b)  and  502(b),  (d),  (e),  (f),  and  (g)  of 
the  act  if : 

(1)  The  person  who  introduced  such 
shipment  or  delivery  into  interstate  com¬ 
merce  is  the  operator  of  the  establish¬ 
ment  where  such  drug  is  to  be  processed, 
labeled,  or  repacked;  or 

(2)  In  case  such  person  is  not  such 
operator,  such  shipment  or  delivery  is 
made  to  such  establishment  under  a 
written  agreement,  signed  by  and  con¬ 
taining  the  post-office  addresses  of  such 
person  and  such  operator,  and  contain¬ 
ing  such  specifications  for  the  processing, 
labeling,  or  r^iiacking,  as  the  case  may 
be,  of  such  diiig  in  such  establishment 
as  will  insure,  if  such  specifications  are 
followed,  that  such  drug  will  not  be 
adulterated  or  misbranded  within  the 
meaning  of  the  act  upon  completion  of 
such  processing,  labeling,  or  repacking. 
Such  person  and  such  (H)erator  shall  each 
keep  a  copy  of  such  {^e«nent  until  2 
years  after  the  final  shipment  or  delivery 
of  such  drug  from  su^  establishment, 
and  shall  make  such  copies  available  for 
inspection  at  any  reasonable  hour  to  any 
officer  or  employee  of  the  Department 
who  requests  them. 

(b)  An  exonpticm  of  a  shipment  or 
other  delivery  of  a  drug  under  paragrsmh 
(a)  (1)  of  this  section  shall,  at  the  be¬ 
ginning  of  the  act  of  removing  such  ship¬ 
ment  or  delivery,  or  any  part  thereof, 
from  such  establishment,  become  void  ab 
initio  if  the  drug  comprising  such  ship¬ 
ment.  delivery,  or  part  is  adulterated  or 
misbranded  within  the  meaning  of  the 
act  when  so  removed. 

(c)  An  exemptiim  of  a  shipment  or 
other  delivery  of  a  drug  under  paragraph 
(a)  (2)  of  this  section  shall  brocHne  void 
ab  initio  with  respect  to  the  p>erson  who 
introduced  such  shipment  or  ddivery 
into  interstate  commerce  upon  refusal  by 
such  person  to  make  available  for  inspec¬ 
tion  a  cwy  of  the  agreement,  as  required 
by  such  paragraph  (a)  (2). 

(d)  An  exemption  of  a  shipment  or 
other  delivery  of  a  drug  imder  para¬ 
graph  (a)  (2)  of  this  section  shall  expire: 

(1)  At  the  beginning  of  the  act  of  re¬ 
moving  such  shipment  delivery,  or 
any  part  thereof.  frc»n  such  estshlish- 
ment  if  the  drug  comprising  such  ship¬ 
ment.  delivery,  or  part  is  adulterated  or 
misbranded  within  the  meaning  of  the 
act  when  so  removed:  or 

(2)  Upon  refusal  by  the  operator  of 
the  establishment  where  such  drug  is  to 
be  processed,  labeled,  or  repacked,  to 
make  available  for  inspection  a  c(8>y  of 
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the  ac;reeineut,  as  reqxiired  by  such 
clause. 

(e)  Except  as  provided  in  paragraphs 
(g)  and  (h)  of  this  section,  a  shipment 
or  other  delivery  of  a  drug  which  is  sub¬ 
ject  to  secticm  507  of  the  act  and  which 
is,  in  accordance  with  the  practice  of  the 
trade,  to  be  processed  or  repacked  in  a 
substantial  quantity  at  an  establishment 
other  than  that  where  originally  proc¬ 
essed  or  packed  shall  be  exempt  from 
compliance  with  the  labeling  require- 
meits  of  section  502(f)  of  the  act  dining 
the  time  such  drug  is  also  exempt  from 
the  requirements  of  section  502(1)  of 
the  act  or,  in  the  case  of  a  new  animal 
drug,  is  ex^pt  fnnn  certification  imder 
section  512  (n)  of  the  act  imder  the  pro¬ 
visions  of  §  433.15  or  S  433.16  of  this 
chapter. 

(f)  Except  as  provided  by  paragraphs 

(g)  and  (h)  of  this  section,  a  shipment 
or  other  delivery  of  a  drug  which  is  sub¬ 
ject  to  section  507  of  the  act  and  which 
is,  in  accordance  with  the  practice  of 
the  trade,  to  be  labeled  in  substantial 
quantity  at  an  establishment  other  than 
that  where  originally  processed  or 
packed  shall  be  exempt  from  compli¬ 
ance  with  the  labeling  requirements  of 
section  502(b),  (e)  and  (f)  of  the  act 
during  the  time  such  drug  is  also  ex«npt 
from  the  requirements  of  section  502(1) 
of  the  act  or,  in  the  case  of  a  new  animal 
drug,  is  exempt  from  certification  under 
section  512(n)  of  the  act  under  S  433.12 
of  this  chapter.  If  the  words,  statements, 
and  other  Information  required  by  sec¬ 
tion  502  (b)  and  (e)  of  the  act  appear  on 
each  shiiH>ing  container  of  such  drug. 


RULES  AND  REGULATIONS 

(g)  In  case  the  person  who  intro¬ 
duced  such  shipment  or  other  delivery 
into  interstate  commerce  is  the  oper¬ 
ator  of  the  establishment  where  such 
drug  is  to  be  processed,  labeled,  or  re¬ 
packed,  an  exemption  of  such  shipment 
or  delivery  under  paragraph  (e)  or  (f) 
of  this  section  shall  become  void  at  the 
beginning  of  the  act  of  removing  such 
shipment  or  delivery  or  any  part  thereof 
frcmi  such  establishment  if  the  drug 
comprising  such  shipment,  delivery,  or 
part  is  adulterated  or  misbranded  within 
the  itiftn-ning  of  the  act  when  so  removed. 

(h)  In  case  the  person  who  introduced 
such  shipment  or  delivery  into  Interstate 
commerce  is  not  the  operator  of  the  es¬ 
tablishment  where  such  drug  is  to  be 
processed,  labeled,  or  repacked,  an  ex¬ 
emption  of  a  shipment  or  other  delivery 
of  such  drug  under  paragrs^h  (e)  or  (f) 
of  this  section  shall  expire  at  the  be¬ 
ginning  of  the  act  of  removing  such 
shipment  or  delivery  or  any  part  thereof 
from*  such  establishment  if  the  drug 
comprising  such  shipment,  d^very,  or 
part  is  adulterated  or  misbranded 
within  the  meaning  of  the  act  when  so 
removed. 


PART  207— REGISTRATION  OF  PRODUC¬ 
ERS  OF  DRUGS  AND  LISTING  OF  DRUGS 
IN  COMMERCIAL  DISTRIBUTION 

§  207.65  [Amended] 

4.  Section  207.65(1)  is  amended  by 
changing  the  reference  to  “§  328.10(d)’' 

to  read  “§  809.10(d)”. 


PART  314 — NEW  DRUG  APPUCATIONS 
§  314.121  [Amended] 

5.  Section  314.121(b)  is  amended  by 
changing  the  reference  to  “Part  328”  to 
read  "Part  809”. 


PART  328— IN  VITRO  DIAGNOSTIC 
PRODUCTS  FOR  HUMAN  USE 

6.  Section  328.3(a)  is  transferred  and 
redesignated  as  §  201.119(a)  and  set  out 
in  paragraph  (a)  of  the  revised  §  201.119 
in  amendment  3  above. 


PART  429— DRUGS  COMPOSED  WHOLLY 
OR  PARTLY  OF  INSULIN 

§  429.11  [Amended] 

7.  The  footnote  to  S  429.11(h)  (1)  is 
amended  by  Inserting  the  reference 
§  801.16”  after  the  phrase  “see  §§  201.- 
16(a)”. 


PART  610— GENERAL  BIOLOGICAL 
PRODUCTS  STANDARDS 

§  610.40  [Amended] 

8.  Section  610.40(d)  (3)  is  amended  by 
changing  the  reference  to  “S  328.10(a) 
(4)  ”  to  read  “5  809.10(a)  (4)  ”. 

Dated:  February  9, 1976. 

Sam  D.  Finb, 

Associate  Commissioner  for 
ComvUance. 
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